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S.3128: THE NATIONAL UNIFORMITY
FOR FOOD ACT

THURSDAY, JULY 27, 2006

U.S. SENATE,
COMMITTEE ON HEALTH, EDUCATION, LABOR, AND PENSIONS,
Washington, DC.

The committee met, pursuant to notice, at 10:00 a.m. in Room
SD-430, Dirksen Senate Office Building, Washington, DC., Hon.
Michael B. Enzi, chairman of the committee, presiding.

Present: Senators Enzi, Burr, Isakson, Feinstein, Boxer,
Chambliss, and Roberts.

OPENING STATEMENT OF SENATOR ENZI

The CHAIRMAN. Good morning and welcome to this hearing on
food safety standards and warning requirements. Today’s hearing
will help the committee understand how the National Uniformity
for Food Act might affect food safety across our Nation. In looking
at foods, we see that nutrition labeling is nationally uniform,
health claims are nationally uniform, and allergen labeling is na-
tionally uniform. As a result, consumers have consistent science-
based information about these products. Yet warning labels and
other notifications vary from State to State. How do I as a con-
sumer use these different warnings to make good decisions in food
choices? What do I do if benefit information is always the same but
the risk information is different, depending on where I live? Can
a loaf of bread be more dangerous in California than the same loaf
in Wyoming or Massachusetts? The bill before us today, the Na-
tional Uniformity for Food Act, would create a uniform, national
system of food safety standards and warning requirements. The bill
would create this system by preempting State laws regarding food
warning labels and tolerances. The bill provides that where FDA
has acted by setting a safety standard for a food ingredient, the
States would adopt and enforce the same standard. If FDA has not
set a safety standard for a particular substance in food, the States
would remain free to set and enforce their own standards. The bill
would also provide for national uniformity in product warnings.
States would not be permitted to require a warning in labeling, ad-
vertising, or any other form of public communication if that warn-
ing differs from that imposed under Federal law. States would re-
main free to issue their own public warnings under State laws.
Under the bill, a State with the requirement that differs from a re-
lated Federal requirement could petition the FDA either to adopt
the requirement as a national requirement or exempt it from the
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requirement of uniformity. FDA’s decisions on State petitions
would occur only after public input. The bill before us seeks con-
sistency in substantive standards between State and Federal re-
quirements. It does not address how requirements are enforced.
The State requirements and authorities for handling potentially
hazardous foods, sanitation, date marking and related issues would
not be effected by the legislation. The bill also would preserve the
authority of the States to act if a food presents an imminent haz-
ard. Today the States inspect most food manufacturing establish-
ments. This bill would not change the partnership between FDA
and State authorities in food safety. In fact, just last week, FDA
announced a program to create uniform standards for the multi-
level inspection program. FDA worked with State food regulators
to create the draft uniform standards. This is exactly the sort of
thing that should be happening. When it comes to drugs, we've
been talking a lot lately about how important it is to weigh risks
and benefits together. Senator Kennedy and I agree on this, yet
while half of all Americans take at least one prescription drug
daily, every one of us eats daily. So we’re all affected by the actions
that our Federal and State Governments take in regulating food
safety standards. The bill before us raises important questions and
here are just a few: Why should we weigh risks and benefits to-
gether when it comes to drugs but separately by State when it
comes to food? Why should we charge the FDA with regulating the
positive information about foods but leave decisions about warnings
and tolerances to the States? And do consumers really benefit from
the 50-state hodge-podge of different warnings and labelings on
these products? I hope this hearing will help us answer these ques-
tions as we consider the National Uniformity for Food Act and I ap-
preciate our colleagues who are here to testify today. I have to
apologize, I have to go to a mark-up of the Small Business Com-
mittee. We've got a couple of small business issues in Wyoming
since that is all we have in Wyoming—small businesses.
So I’ll turn the gavel over to Chairman Burr.

OPENING STATEMENT OF SENATOR BURR

Senator BURR [presiding]. Thank you, Mr. Chairman. I want to
thank you before you leave for holding this hearing on uniformity
and I want to welcome our colleagues. This is the way it is sup-
posed to work. I sponsored this legislation in the 105th Congress.
I never dreamed that I would be in this institution, the U.S. Sen-
ate, but I also never dreamed that it would take this long to bring
what I thought was common sense legislation to this country.

I believe consumers should be able to make informed decisions
about foods they purchase. As a Nation, we have uniform nutrition
labeling and with S.3128, we would have uniform warning labels
as well. This legislation provides for a national, uniform and sci-
entific approach to food safety regulation and it provides for consid-
eration of State Food Safety requirements as national require-
ments.

This food uniformity legislation has been carefully crafted over
many years to help ensure our system of food regulation remains
the gold standard of the world. Currently, the Food and Drug Ad-
ministration is widely recognized as the preeminent food regulatory
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agency. This bill we discuss today will build on that strength and
help make our food regulatory system even stronger.

The intention behind this uniformity legislation is quite simple.
It is to provide strong and consistent national regulations to ensure
the quality of our country’s food supply. Right now, our system of
food regulation involves actions not just by the FDA but States and
localities as well. Each of those entities has an important role to
play in ensuring the quality and the safety of our food supply.

Historically, the FDA has established standards to determine
when food is safe and has established national requirements for
food labeling. The FDA conducts some inspections of food facilities
and participates in standard setting that occurs at a multinational
level. State and local governments have historically inspected food
facilities, in fact, often under a contract with the FDA and they
play an important role in shellfish and dairy product safety, in re-
tail, local restaurants and food service safety.

This uniformity legislation preserves and protects these impor-
tant roles. Let me be clear. S.3128 does not change any of these
roles and functions, but I believe inconsistent, often conflicting and
often nonscience-based requirements and warnings imposed at the
State or local level—those also not supported by the FDA—create
confusion for consumers and unnecessarily increase production
costs for thousands of food manufacturers across the country.

In order to simplify the process, the bill provides for a single na-
tional standard on food adulteration and a system of determining
whether food labels should bear particular warning labels. Clearly,
we should rely on the FDA to make the final determination as to
when food is adulterated and when food should bear a warning
statement.

When a warning about food is supported by science and it is nec-
essary to help consumers make informed decisions about the foods
they purchase and consume—that warning should be applied to the
food items sold in all 50 States. This bill achieves that result. I
would respectfully suggest that if food is safe to be sold in one
State or 20 States or 30 States, it should be safe in all 50 States.
Likewise, if a warning is needed, surely that warning should be
shared with consumers in all 50 States.

The concept of a national system for food adulteration, including
warnings, is not new. In fact, the absence of uniformity between
Federal and State food systems is an exception. For example, cur-
rent law provides for uniformity in the regulation of meat and poul-
try products, pesticide residues, nutrition labeling, health claims
and standards of identity. The uniformity bill before us is built on
many years of uniform food regulation experience.

As T've said before, States play an important role in enforcing
food safety requirements. States do this through inspection of food
facilities and embargoing contaminated products. Under this legis-
lation, States will continue to be in charge of inspections to en-
hance basic sanitation requirements in places such as restaurants,
retail food stores, shellfish processors, and dairy farms. Recognizing
this important role, unlike other uniformity bills considered by
Congress, S.3128 enables States to petition the FDA to consider
potential Federal requirements of any food adulteration require-
ments under the State law that, on the date of enactment, does not
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have a Federal counterpart and in this proposed process the State
requirement remains in effect. Let me repeat that. Remains in ef-
fect until the FDA takes action on the State petition. Not only does
the legislation provide for uniformity but it also includes a predict-
able process by which all existing State Food Adulteration require-
mer;\ts can be considered for adoption at the Federal level by the
FDA.

I believe S. 3128 will ensure that food sold in this country is sub-
ject to a single contemporary standard that will benefit consumers.
Again, I thank our colleagues for their willingness to come and at
this time, the Chair recognizes the Senator from Kansas, for any
statement you might like to make.

[The prepared statement of Senator Burr follows:]

PREPARED STATEMENT OF SENATOR BURR

Thank you, Chairman Enzi and Senator Kennedy, for holding a
hearing on S.3128, the National Uniformity for Food Act. I am
proud to be the lead sponsor of S.3128. I have sponsored legislation
on this issue since the 105th Congress. I can assure you that back
then I did not know I would be a member of the Senate HELP
Comn'aittee participating in a hearing on this bill in the 109th Con-
gress!

I believe consumers should be able to make informed decisions
about the foods they purchase. As a Nation, we have uniform nutri-
tion labeling, and with S.3128 we would have uniform warning la-
beling as well. This legislation provides for a national, uniform, and
scientific approach to food safety regulation and it provides for con-
sideration of State food safety requirements as national require-
ments as well.

This food uniformity legislation has been carefully crafted over
many years to help ensure our system of food regulation remains
the gold standard of the world. Currently, the Food and Drug Ad-
ministration is widely recognized as the pre-eminent food regu-
latory agency. The bill we are discussing today will build on that
strength and help make our food regulatory system even stronger.

The intention behind this uniformity legislation is simple. It is
to provide for strong and consistent national regulations to ensure
the quality of our country’s food supply. Right now our system of
food regulation involves actions not just by the FDA, but States
and localities as well. Each of those entities has an important role
to play in ensuring the quality and safety of our food supply.

Historically, the FDA has established standards to determine
when food is safe and has established national requirements for
food labeling. The FDA conducts some inspections of food facilities
and participates in standard setting that occurs at a multinational
level. State and local governments have historically inspected food
facilities (in fact, often under contract with the FDA), and play an
important role in shellfish and dairy product safety, and retail,
local restaurant and food service safety.

This uniformity legislation certainly preserves and protects these
important roles. Let me be very clear—S. 3128 does not change any
of these roles and functions. But I believe inconsistent, often con-
flicting, and nonscience-based requirements and warnings imposed
at the State or local level—those also not supported by the FDA—
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create confusion for consumers and unnecessarily increase produc-
tion costs for thousands of food manufacturers across our country.

In order to simplify the process, the bill provides for a single na-
tional standard on food adulteration and a system of determining
whether food labels should bear particular warning statements.
Clearly, we should rely on the FDA to make the final determina-
tion as to when food is adulterated and when food should bear a
warning statement.

When a warning about food is supported by science and is nec-
essary to help consumers make informed decisions about the foods
they purchase and consume, that warning should be applied to that
food item sold in all 50 States. This bill achieves that result. I
would respectfully suggest that if food is safe to be sold in one
State, or 20 States, or 30 States, it should be safe in all 50 States.
Likewise, if a warning is needed, surely that warning should be
shared with consumers in all 50 States.

The concept of a national system for food adulteration, including
warnings, is not new. In fact, the absence of uniformity between
the Federal and State food systems is an exception. For example,
current law provides for uniformity in the regulation of meat and
poultry products, pesticide residues, nutrition labeling, health
claims, and standards of identity. The uniformity bill before us is
built on many years of uniform food regulation experience.

As I have said before, States play an important role in enforcing
food safety requirements. States do this through inspections of food
facilities and embargoing contaminated products. Under this legis-
lation, States will continue to be in charge of inspections to enforce
basic sanitation requirements in places such as restaurants, retail
food stores, shellfish processors, and dairy farms. Recognizing this
important role, unlike other uniformity bills considered by Con-
gress, S. 3128 enables States to petition the FDA to consider poten-
tial Federal requirements of any food adulteration-related require-
ment under State law that, on the date of enactment, does not have
a Federal counterpart. And, in this proposed process, the State re-
quirement remains in effect until FDA takes action on the State
petition. Not only does the legislation provide for uniformity, but
it also includes a predictable process by which all existing State
food adulteration requirements can be considered for adoption at
the Federal level by the FDA.

I believe S.3128 will ensure that food sold in this country is sub-
ject to a single contemporary standard that will benefit consumers.
Again, I thank the Chairman for having this hearing today. Thank
you and I look forward to the witnesses’ testimony.

Senator ROBERTS. Mr. Chairman, I know that there are Senators
on the panel who have time schedules as I do and I'm going to re-
serve my statement. I want to thank you for yours and I want to
thank you for your leadership in this regard but I hope I can be
recognized after the panelists make their statements. I know they
are eager to go on to their other duties so I will yield at this time.

Senator BURR. Does the Senator from Georgia have——

Senator ISAKSON. I would like to publicly acknowledge the hard
work over four Congresses, by the Senator from North Carolina on
this issue. I appreciate his dedication to it and appreciate the mem-
bers of the Senate being here to testify today.
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Senator BURR. I'd like to welcome our three distinguished col-
leagues to the committee today, Senator Saxby Chambliss of Geor-
gia, Senator Barbara Boxer from California, and Senator Diane
Feinstein from California. I appreciate all of your longstanding in-
terest in food uniformity, your willingness to appear before the
committee and as would be a southern custom, we would start with
our Senator from California, Senator Feinstein.

OPENING STATEMENT OF SENATOR FEINSTEIN

Senator FEINSTEIN. Thank you very much, Mr. Chairman. I ap-
preciate the committee holding this hearing. I appreciate my col-
league from California being here. Mr. Chairman, I must say that
both of us are strongly opposed to this bill as is our Governor, Gov-
ernor Schwarzenegger and others. I believe this bill would have a
very deleterious effect on the people that we represent and that’s
37.2 million Californians. I think it has to be looked at, that Cali-
fornia is as big in population as 21 States and the District of Co-
lumbia put together. It is a huge consumer market and 17 years
ago, the State passed an initiative known as Proposition 65. It
passed with 63 percent of the vote and the product of 65 was to
impose separate and distinct warning requirements for known car-
cinogens in consumer products. I must say that since that time,
having been in public life, I have never had a single complaint from
anybody about Proposition 65 and I very much doubt that my col-
leagues has either. There is strong bipartisan opposition to these
proposed measures. Not only our Governor but the Governors of
seven other States, the attorneys general of 39 States, the Associa-
tion of Food and Drug Officials, the State Departments of Agri-
culture, Consumers Union and Rumors National Consumer and
Environmental groups oppose pre-empting State and local Food
Safety requirements. This legislation would pre-empt over 200 of
these Food Safety State laws and regulations nationwide and they
would impede States and localities from enacting and imple-
menting food safety regulations stronger than those required by the
Federal Government, even if that authority is needed to respond
quickly to an incident, such as an act of bioterrorism. This bill is
a major assault on California’s initiative and it would cancel out
major benefits under the law that protects California consumers
from cancer-causing chemicals to lead and arsenic poisoning.

Let me give you a few examples. This year, the State used Propo-
sition 65 to stop Pepsi from selling soda bottles with leaded labels,
which can cause birth defects and cancer. With respect to lead in
ceramic tableware, California required clear warnings for lead that
leeches from ceramic tableware into food and beverages. The mar-
ketplace has responded. Now these ceramics have disappeared from
shelves. Lead and calcium supplements—makers of calcium supple-
ments such as Tums and Rolaids, agreed to reduce levels of lead
contamination in their products. This result was reached without
posting warnings that might have discouraged women from taking
calcium. Leaded crystal, fully leaded crystal, especially when used
for storage of beverages, leeches substantial amounts of lead. Cali-
fornia requires point of sale signs while FDA has provided a con-
sumer advisory. Mercury in fish—California requires that informa-
tion be posted in stores where fresh fish is sold, warning pregnant
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women about the high levels of mercury in seafood and it would
no longer be able to do so. As you can see, this bill, in just these
ways that I've elucidated, undermines California’s Proposition 65
and this is not the first assault on California law. Earlier, similar
efforts to overturn Proposition 65 and pre-empt State and local food
safety laws, have been opposed by people on both sides of the isle.
For example, the Reagan administration conducted an economic
analysis of the impact of Proposition 65 in 1988, which the first
President Bush concurred with and that found that industry’s
claims that Proposition 65’s financial burden “vast overstate the
potential impact on producers.” Mr. Chairman, I think what I want
to say is that on behalf of my colleague, Senator Boxer and I, if this
bill were to come to the floor, we would use every parliamentary
device available to us to stop it. We both strongly oppose this bill.
Thank you very much.
[The prepared statement of Senator Feinstein follows:]

PREPARED STATEMENT OF SENATOR FEINSTEIN

Mr. Chairman, thank you very much for holding this hearing
today.

I hope that this hearing—the first to be held on this issue—will
clarify the major negative impact of establishing uniform require-
ments for food safety warning labels nationwide.

This legislation effectively cancels strong food safety laws ap-
proved by State and local governments, such as California’s Propo-
sition 65 (“Safe Drinking Water and Toxic Enforcement Act”) en-
acted into law 17 years ago by 63 percent of Californians.

This Senate bill (S.3128), like the house-passed bill, undermines
hundreds of important food safety laws across the country. And it
sets a dangerous precedent undermining States’ rights.

There is strong bipartisan opposition to these proposed measures.
Governors of eight States, including Governor Schwarzenegger, At-
torneys General of 39 States, the Association of Food and Drug Of-
ficials, State Departments of Agriculture, Consumers Union and
numerous national consumer and environmental groups oppose
preempting State and local food safety requirements.

This Senate bill would:

¢ Preempt over 200 food safety State laws and regulations na-
tionwide.

e Impede States and localities from enacting and implementing
food safety regulations stronger than those required by the Federal
Government, even if that authority is needed to respond quickly to
an incident such as an act of bioterrorism.

e Threaten laws passed by California and at least eight other
States limiting the sale of sodas and junk food in public schools
aimed to promote healthy eating habits for children.

In September 2005, Governor Schwarzenegger signed two bills
(one bill which takes effect in July 2007) restricting certain foods
and beverages from being sold in California’s public schools so that
children are not exposed, for example, to such high levels of sugar
in their food and beverages that contribute to the major issue of
child obesity.
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e Prohibit States, like California, to issue their own mercury
warnings to pregnant women about the significant risks from high
levels of mercury in seafood such as swordfish and shark. Cali-
fornia requires that signs be posted in grocery stores where fresh
fish is sold warning pregnant women about the high levels of mer-
cury in seafood and would not be able to continue to post these
warning signs that protect consumers.

e Force States to petition the FDA to maintain important food
safety laws, imposing major financial burdens on the financially-
strapped FDA and States. The Center for Science in the Public In-
terest estimates it will cost FDA at least $120 million to process
the expected 300 waiver requests just for Proposition 65 (i.e. waiv-
ers for lead in calcium supplements and arsenic in bottle water).

This bill is a major assault on California’s Proposition 65 and
would cancel out major benefits under the law that protect Cali-
fornia consumers from cancer causing chemicals to lead and arsenic
poisoning.

Here are just a few examples:

e This year, the State used Proposition 65 to stop Pepsi from
selling soda bottles with leaded labels which can cause birth de-
fects and cancer.

e Lead in ceramic tableware: California required clear warnings
for lead that leaches from ceramic tableware into food and bev-
erages.

The marketplace responded. Now these ceramics have dis-
appeared from shelves.

e Lead in Calcium Supplements: Makers of calcium supple-
ments, such as Tums and Rolaids, agreed to reduce levels of lead
contamination in their products. This result was reached without
posting warnings that might have discouraged women from taking
calcium.

o Leaded crystal: Fully leaded crystal, especially when used for
storage of beverages, leaches substantial amounts of lead. Cali-
fornia requires point-of-sale signs, while FDA has provided a con-
sumer advisory.

e Mercury in fish: California requires that information be posted
in stores where fresh fish is sold warning pregnant women about
the high levels of mercury in seafood and it would no longer be able
to do so.

As you can see, this bill significantly undermines California’s
Proposition 65. This is not the first assault on the California law.

Earlier similar efforts to overturn Proposition 65 and preempt
State and local food safety laws have been opposed by people on
both sides of the aisle.

For example, the Reagan administration conducted an economic
analysis of the impact of Prop 65 in 1988—which the first Presi-
dent Bush administration later concurred with—that found indus-
tries claims of Prop 65’s financial burden to “vastly overstate the
potential impact on producers.”

State and local governments should have the right to protect
their citizens. Consumers deserve to know if the product they are
purchasing may cause them harm.
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The bottom line is this: Congress should NOT approve legislation
that threatens hundreds of critical food safety laws across the
country and puts at risk the health and safety of all Americans.

Thank you Mr. Chairman.

Senator BURR. Thank you for your willingness to speak.

Senator FEINSTEIN. I might be excused and I thank my colleague
for allowing me to go earlier. I have a judiciary mark-up.

Senator BURR. We understand.

Senator Boxer.

OPENING STATEMENT OF SENATOR BOXER

Senator BOXER. Thanks so much, Mr. Chairman and I have a
hearing in Foreign Relations with Ambassador Bolton and so I will
also have to bolt after my statement. Thank you so much for allow-
ing us to speak here. I know it is not a happy time for you to hear
two colleagues lead off in opposition to a bill you really care about
so in advance, let me say that I respect your view but we are in
strong disagreement because, as Senator Feinstein has said, we
view this legislation as a direct threat to California’s Food Safety
and Consumer Rights and their protections. Our people were heard
at the ballot box. This isn’t our opinion, this is the opinion—Repub-
licans, Democrats, Independent voters, our Republican Governor—
we're all united against this bill and that is why we are so, just
letting you know right now, today, that I know you've fought long
and hard for this but the fight is not over because we think this
bill will roll back essential food safety laws and in essence, prevent
State and local authorities from enacting food safety regulations.
Our State is a national leader in ensuring food safety. We have
more people than any other State by far, as was pointed out. We've
got more kids, we’ve got more sick people, we’ve got more vulner-
able populations and therefore, we have stepped out in our State,
again Californians passing Prop 65 with 63 percent of the vote, one
of the most popular initiatives we’ve ever had on our ballot in
terms of pulling people together. It is interesting because really,
the act of—it doesn’t force anything. It just says to the manufac-
turer, let us know what is in your product and then people will de-
cide and if you have high levels of arsenic in your bottled water,
then people have a right to know and guess what? They’re not
going to buy that product and that’s why this has been so success-
ful, because we believe in the people’s right to know and if the peo-
ple know, they’ll buy the safest products and it has worked really,
really well. We don’t want to go back to the days when our con-
sumers were in the dark about dangerous contaminants in their
food. Now, I know your response is, “Well the Federal Government
will do just as good a job.” That hasn’t been proven to be the case
and I want to talk about lead in candy. Senator Chambliss leaned
over and said, “Wow! That looks awful good.” And it does look
awful good. This is candy with lead in it, dangerous lead and I
want to show you a picture.

It just shows you how much I love you! Here we go. This is a
photograph of lead-tainted candy being given to little children and
they are having such a wonderful time eating this dangerous candy
and in our State, we outlawed this. The Federal Government has
no such law. It could have had. It doesn’t have it and I want to
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tell you about what this does to children. Lead is a dangerous
toxin. It attacks the nervous system causing behavior problems,
learning disabilities, seizures and even death. Children are at the
greatest risk. The State of California, as I said, has a law to reduce
lead in candy along with the State of Illinois and we know New
York City has it. We believe if this bill becomes law, these impor-
tant protections will be threatened and we could have kids eating
bowls of this candy and unfortunately ingesting lead. Parents won’t
know any better. They trust their government would act but the
fact is, we haven’t acted here in the Federal Government, to ban
this. We also in California have addressed other issues of arsenic,
mercury in fish, lead in places Senator Feinstein mentioned, in
gold and glassware and PCBs in salmon. We've also passed innova-
tive State protections to combat childhood obesity by ensuring that
public schools provide our children with healthy food: juice, milk
and water rather than soda and it was a big fight in California but
we did this and all of you know now that childhood obesity is likely
to lead to an epidemic of diabetes later in life. So we are out there
moving forward and we think this legislation will set us way back.
Now, what I want to show you then, is another chart that gives you
a sense of this bill and you know this better than I do, but if a
State wants to be able to get around this bill, they have quite a
maze to go through in order to get around this bill. We’re going to
use this to show our colleagues on the floor, it is just a bureau-
cratic nightmare. It is a petition process that just is not going to
work for our State.

Mr. Chairman, I'd ask that the rest of my statement be placed
in the record and since this is my sum-up time.

[The prepared statement of Senator Boxer follows:]

PREPARED STATEMENT OF SENATOR BOXER

Thank you, Mr. Chairman for allowing me to speak today on an
issue of great importance to people in my State of California, and
to people in every State across the Nation.

I am here today to voice my strong opposition to S.3128, the Na-
tional Uniformity for Food Act.

This legislation poses a direct threat to California’s food safety
and consumer right-to-know protections, including Proposition 65.

The bill would roll back essential food safety laws and prevent
State and local authorities from enacting food safety regulations
that act as a safety net and fill in critical gaps in Federal law.

And for a State like California, which is a national leader in en-
suring food safety, this legislation is particularly harmful, threat-
ening laws that protect the most vulnerable among us, including
pregnant women and children.

Californians passed Proposition 65 in 1986 with 63 percent of the
vote because they wanted to know if dangerous contaminants were
in their food and drinking water, and they knew such a law would
encourage food manufacturers to provide a safer product—because
who wants to buy bottled water with an arsenic warning label?

For more than 20 years, this simple combination of consumer
education and market forces has reduced exposure to dangerous
substances in food throughout California.
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But now, California’s State food safety laws are under attack
from special interests, who would keep consumers in the dark
about dangerous contaminants in their food and water.

Why? Because of claims that food safety regulations may cut into
profits.

Rather than looking at a picture like this (Chart—photo of chil-
dren eating lead candy), and being disgusted at the sight of inno-
cent children eating candy contaminated with lead, these special
interests see dollars signs.

Lead is a dangerous toxin that attacks the nervous system, caus-
ing behavioral problems, learning disabilities, seizures and death,
with children at greatest risk.

If this legislation becomes law, the Food and Drug Administra-
tion could do away with State laws prohibiting lead-infested candy
from being sold in our supermarkets, and uninformed consumers
will be the worse for it.

The State of California already has a law to reduce lead in
candy, along with the State of Illinois and New York City. If this
bill becomes law, these important State and local protections will
be threatened.

Once again in convenience stores and at family picnics, children
could see bowls like this full of enticing treats, and reach for them
as a child would reach for a snickers bar or Hershey’s kiss.

And unfortunately most parents won’t know any better, because
they trust that their government would not allow children to eat
candy with high levels of lead. Unfortunately, the Federal Govern-
ment does not have a requirement in place that would ensure chil-
dren are protected from dangerous levels of lead in candy. This
simple fact alone answers the question of why we need a State
safety net.

In addition to addressing the issue of lead in candy, Californians
have acted to reduce arsenic in bottled water, mercury in fish, lead
in plates, bowls, and glassware, and polychlorinated biphenyls
("PCBs”) in salmon.

Californians have also passed innovative State protections to
combat childhood obesity by ensuring that public schools provide
our children with healthy foods, juice, milk and water rather than
soda.

The dangerous and bureaucratic process in S.3128 that would in
theory allow the Federal Government to consider allowing State
protections to continue not only wastes scarce resources, but pro-
vides little hope of success. [Chart on S. 3128’s Petition Process]

There is widespread opposition to efforts to eliminate State food
safety and consumer right-to-know protections. Numerous State,
public health, scientific, labor, environmental and other public in-
terest groups have objected to the H.R.4167, the House version of
S. 3128, as well as the bill at issue in this hearing. I would like to
place these letters into the record to accompany my statement.

. [llililitor’s Note: The letters of opposition may be found in Additional Mate-
rial.

Don’t let the nice title, “National Uniformity for Foods Act”, fool
you. This legislation poses a threat to the health of Americans in
every State in the Union.
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Senator BOXER. I'm going to just read a few of the groups that
oppose this legislation: the National Association of State Depart-
ments of Agriculture, the National Association of Food and Drug
Officials, Consumer Federation of America, United Steel Workers,

Consumers Union, Center for Science in the Public Interest,

Na-

tional Environmental Trust, Physicians for Social Responsibility,
Attorneys General in 39 States and territories, including Cali-
fornia, New York, Hawaii, Alaska, Arizona, Connecticut, Delaware,
Idaho—it goes on and on and interestingly, the North Carolina

Consumers Union opposes this as well. The bottom line is,

Mr.

Chairman, I know that your aims and that of my colleagues are
good. I have no question that your aims are good and your inten-
tions are good but it is the practical impact of this. Coming from
a State that is way out in front on food safety, we don’t want to
go back and our people don’t want us to go back. This is not par-
tisan and that’s why Senator Feinstein and I are here. We so ap-
preciate the chance to speak with you very directly. You're direct,
we're direct. We know we have disagreements and honorably, we

will debate those differences. Thank you very much

Senator BURR. Senator Boxer, thank you. Your full statement

will be a part of the record.

Senator BOXER. Thank you.

Senator BURR. TI'll take this opportunity as I introduce my
league from Georgia, to also put up a chart.

That chart is a chart of Prop 65.

Senator BOXER. Sure.

Senator BURR. If you will, it’s over here.
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Senator BOXER. Well, ours is prettier. Ours is in better color.
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Senator BURR. We didn’t have the money, you know, too——

[Laughter]

Senator BOXER. I know you spent the entire Federal surplus.

Senator BURR. Small thing here. We just had a copy machine.
That’s the only thing we had.

Senator from Georgia.

OPENING STATEMENT OF SENATOR CHAMBLISS

Senator CHAMBLISS. Well, as usual, I hate to follow my friend
from Kansas. Thank you Mr. Chairman, Senator Isakson, Senator
Roberts, I appreciate the opportunity to share my views with you
on S.3128, the National Uniformity for Food Act. As Chairman of
the Senate Committee on Agriculture, Nutrition and Forestry, I en-
gage in this debate from a unique perspective. The Senate Agri-
culture Committee oversees a significant portion of America’s food
safety system and the Federal food safety functions over which the
committee has jurisdiction, have long employed uniform standards
to protect public health.

The U.S. Department of Agriculture’s Food, Safety and Inspec-
tion service is responsible for the safety of meat, poultry and egg
products, both domestic and imported. It enforces uniform stand-
ards through the authority granted to the USDA by the Federal
Meat Inspection Act, the Poultry Products Inspection Act, and the
Egg Products Inspection Act.

USDA isn’t the only agency charged with enforcing national uni-
formity. There are many other areas where Congress has decided
that national uniform standards are warranted. These areas in-
clude nutrition labeling, allergens, pharmaceuticals, and medical
devices, just to name a few. For example, the Food Quality Protec-
tion Act, a State may not set tolerance levels for pesticide residues
that differ from national levels unless the State petitions the Envi-
ronmental Protection Agency for an exception.

I support the National Uniformity for Food Act because it will
not only remove unnecessary and costly impediments to interstate
commerce but even more importantly, it will provide consumers
with clear and useful information.

The bill that you have drafted will ensure that consumers have
access to the same accurate, science-based information regardless
of where they live. It will eliminate consumer confusion and bolster
confidence in the safety of our food supply by placing our Nation’s
food safety in the hands of the U.S. Food and Drug Administration,
the world’s leading food safety agency. In addition, this bill will
streamline the regulatory process by creating a single process for
establishing food safety standards and warning labels for packaged
foods under the authority of the FDA.

States traditionally have played a strong role in the formulation
of our Nation’s food safety policy and that will not change under
this bill. Under this legislation, States will continue to have au-
thority for enforcements, sanitation inspections at local res-
taurants, licensing and the protection of public health in the event
of a food emergency or a terrorist attack.

States will also be able to continue their constant communication
and information sharing with the FDA when it comes to food safe-
ty. A unique provision in the bill allows any State to petition the
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FDA to keep its existing State law or elevate that standard to the
National level, following a thorough review of the entire body of
scientific evidence. In fact, no State law would disappear upon the
enactment of this bill. States would have 180 days to petition the
FDA under the provision I just outlined. If the FDA fails to act on
a State petition, then that State law would remain in effect.

With the world’s safest food supply, every American benefits
from uniform food safety standards. The National Uniformity for
Food Act builds on that record of success by extending the same
approach used by the USDA and other regulatory agencies to the
FDA. This is not only a common sense approach but it assures
every American that the food they enjoy is regulated by strict, na-
tional standards meant to ensure their health and well-being.

I would like to commend Chairman Enzi and you, Senator Burr
and the other members of this committee, for holding this hearing
today. It is important to debate this issue in a public forum so that
American consumers understand our goal is to strengthen and har-
monize food safety efforts in this country. It is rather ironic that
at the international level, we actively pursue the goal of harmo-
nizing food safety standards yet we still debate this issue at home.
The National Uniformity for Food Act provides us with an oppor-
tunity to bring a long-needed, common sense approach to the regu-
lation of packaged foods. I urge the members of this committee as
well as the rest of our Senate colleagues, to support this bill and
I thank you very much for letting me share these thoughts with
you.

[The prepared statement of Senator Chambliss follows:]

PREPARED STATEMENT OF SENATOR CHAMBLISS

Thank you Mr. Chairman. I appreciate the opportunity to share
my views on S.3128, the National Uniformity for Food Act. As
Chairman of the Senate Committee on Agriculture, Nutrition and
Forestry, I engage in this debate from a unique perspective. The
Senate Agriculture Committee oversees a significant portion of
America’s food safety system, and the Federal food safety functions
over which the committee has jurisdiction have long employed uni-
form standards to protect public health.

The U.S. Department of Agriculture’s Food Safety and Inspection
Service is responsible for the safety of meat, poultry, and egg prod-
ucts, both domestic and imported. It enforces uniform standards
through the authority granted to the USDA by the Federal Meat
Inspection Act, the Poultry Products Inspection Act and the Egg
Products Inspection Act.

USDA isn’t the only agency charged with enforcing national uni-
formity; there are many other areas where Congress has decided
that nationally uniform standards are warranted. These areas in-
clude nutrition labeling, allergens, pharmaceuticals, and medical
devices to name a few. For example, under the Food Quality Pro-
tection Act, a State may not set tolerance levels for pesticide resi-
dues that differ from national levels unless the State petitions the
Environmental Protection Agency for an exception.

I support the National Uniformity for Food Act because it will
not only remove unnecessary and costly impediments to interstate
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commerce but even more importantly it will provide consumers
with clear and useful information.

The bill will ensure that consumers have access to the same ac-
curate, science-based information regardless of where they live. It
will eliminate consumer confusion and bolster confidence in the
safety of our food supply by placing our Nation’s food safety in the
hands of the U.S. Food and Drug Administration, the world’s lead-
ing food safety agency. In addition, this bill will streamline the reg-
ulatory process by creating a single process for establishing food
safety standards and warning labels for packaged foods under the
authority of the FDA.

States traditionally have played a strong role in the formulation
of our Nation’s food safety policy, and that will not change under
this bill. Under the legislation, States will continue to have author-
ity for enforcement, sanitation inspections at local restaurants, li-
censing, and the protection of public health in the event of a food
emergency or a terrorist incident.

States will also be able to continue their constant communication
and information-sharing with the FDA when it comes to food safe-
ty. A unique provision in the bill allows any State to petition the
FDA to keep its existing State law or elevate that standard to the
national level following a thorough review of the entire body of sci-
entific evidence. In fact, no State law would disappear upon the en-
actment of this bill. States would have 180 days to petition the
FDA under the provision I just outlined. If the FDA fails to act on
a State petition, then that State law would remain in effect.

With the world’s safest food supply, every American benefits
from uniform food safety standards. The National Uniformity for
Food Act builds on that record of success by extending the same
approach used by the USDA and other regulatory agencies to the
FDA. This is not only a common sense approach, but assures every
American that the food they enjoy is regulated by strict, national
standards meant to ensure their health and well-being.

I would like to commend Chairman Enzi and the members of this
committee for holding this hearing today. It is important to debate
this issue in a public forum so that American consumers under-
stand our goal is to strengthen and harmonize food safety efforts
in this country. It is rather ironic that at the international level we
actively pursue the goal of harmonizing food safety standards, yet
we still debate this issue at home.

The National Uniformity for Food Act provides us with an oppor-
tunity to bring a long-needed, common sense approach to the regu-
lation of packaged foods.

I urge the members of the committee, as well as the rest of my
Senate colleagues to support this bill. Thank you very much.

Senator BURR. Mr. Roberts.

OPENING STATEMENT OF SENATOR ROBERTS

Senator ROBERTS. Well, I would never dismiss the Senator from
Georgia. I'd let him ride off into the sunset if he wishes.

Mr. Chairman, thank you for holding this hearing today on the
National Uniformity Food Act. This bill, as others have said, is an
important piece of legislation. Quite frankly, we should have
passed this a long time ago. I'm very pleased to have been a lead
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sponsor of this bill in the past. I'm pleased to be joining Senator
Burr and I am his shotgun rider or wing man, as of this time
around and I think we ought to dispel some concerns and some
news, as the Chairman has indicated, about this bill. We discussed
this for a long time but recent events, Mr. Chairman, in the food
industry and the courts show us that the time for debate has
passed. It is time for us to do our jobs and bring uniformity to the
food safety tolerances and the warning label systems for consumers
nationwide. I just don’t understand why you have—you don’t have
food safety concerns in 49 States but you do in one. I guess that
means the consumers in the other States are undergoing a real
problem or a real concern. I want to emphasize that facts can be
stubborn things. The thing that occurred to me about—whoop! Put
that candy back up there.

AUDIENCE MEMBER. OK.

Senator ROBERTS. Let me have that candy!

AUDIENCE MEMBER. Only if you promise not to eat it.

[Laughter]

Senator ROBERTS. All right. This has been tested in the lab and
it contains high levels of lead. Can you tell what the tolerance is
in regards to how much food a young child would have to eat in
terms of candy before it would become a real problem? That’s the
thing, it seems to me, that is important because that would be im-
portant for every State and every consumer and every parent.

AUDIENCE MEMBER. One piece.

Senator ROBERTS. One piece of this particular candy?

AUDIENCE MEMBER. A child would exceed the daily limit based
on——

Senator ROBERTS. On California standards?

AUDIENCE MEMBER. That’s correct, but they are not——

Senator ROBERTS. Well, the thing that I remember so well is
when we were talking about this—is this candy for sale in all 49
States? So it’s unsafe in all 49 States? No, it’s unsafe in California
but it’s not unsafe in all 49 States, is that right?

AUDIENCE MEMBER. I'm sorry. Essentially, the Federal Govern-
ment, the FDA has a tolerance proposed but they don’t have an en-
forceable standard and have not actually fulfilled a gap——

Senator ROBERTS. So it is an enforcement issue with the FDA,
not the tolerance?

AUDIENCE MEMBER. They don’t have enforceable requirements.

Senator ROBERTS. No enforceable requirements? Well, if this is
being sold in 49 States, let me go back to my one example I at least
know something about because on the floor of the House, when we
were considering this 15 years ago and I was asking people why
pancake flour in Pennsylvania was okay but pancake flour in Cali-
fornia wasn’t and even had a demonstration of flipping pancakes
but that’s another whole story.

We got the example of domenicide which was used to control
pests in regards to the production of peanuts and the argument
was that obviously domenicide was a carcinogen in certain amounts
and if you raised it to certain levels, it is a real problem. So I ask
about the tolerance level on how many peanuts a person would
have to eat every day to reach the tolerance level set by the critics
of the FDA and it turned out to be 600 pounds of peanuts a day.
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That’s a lot of peanuts. Now, I knew several members in the Con-
gress at that time that I would have liked to have fed 600 pounds
of peanuts a day but that was not an option. So I think we ought
to at least use some common sense.

I am distressed to learn about the enforcement thing in terms of
an enforcement mechanism but I think we have to look at this in
this world of parts per trillion. There is a little bit of something in
everything and you have to have a cost-benefit risk and you have
to have a sound science risk and 49 States do, with the FDA. Not
California.

The fact of the matter is, this legislation does not propose taking
some unprecedented step in food and consumer safety; rather as
many of our witnesses will testify today, the legislation simply in-
tends to add national uniform standards for food safety tolerances
and warning labels. Now what am I talking about? We've already
got uniform requirements for meat and poultry products, nutrition
labeling, allergen labeling, pesticide tolerances and medical devices.

Your bill, sir. Passed the Ag Committee in 2000. Now it’s here
where obviously you’d have jurisdiction and this debate should take
place, don’t misunderstand me. I just don’t think it should be to
one committee and then we go to the floor. Why shouldn’t we also
have them on the tolerance and warning label front, I just don’t
understand that. I think the FDA can do the job. This issue has
always been focused largely on the tolerance and warning discrep-
ancies between the rest of the United States and California. Not
unusual and largely as a result of Proposition 65, as has been re-
ferred to by my friends and colleagues. But let me just state that
there are a lot of people in California, if I can find my list, who
are for this bill, Senator. The California Chamber of Commerce, the
California Farm Bureau Federation, California Grocer’s Associa-
tion, California League of Food Processors, California Manufactur-
ers and Technology Association, California/Nevada Soft Drink Asso-
ciation and the California Restaurant Association. I do not think
these people are interested in the business of poisoning any family
or any youngster or for that matter, anybody.

We found on the California Attorney General’s Web site that if
you take a look at Proposition 65 settlement dollars paid in private
cases, including attorney fees, you’ll see that the total amount for
2000 to 2005 was about $57 million. About $40 million of it, 70 per-
cent, went to attorney fees. More significantly, the total civil pen-
alties only averaged about $885,000 over a 6-year period.

So I think you can see that there are other factors in regards to
opposition to this legislation. I don’t think we need to look any fur-
ther to understand the need for this legislation than the prepared
testimony of Mr. Bill Stadtlander today. Bill, if I've mispronounced
your last name, I apologize. Here is a man who has produced a
product that the FDA has determined can be labeled, and I'm
quoting, “heart healthy, bone healthy, may reduce the risk of cer-
tain types of cancer.” May reduce the risk of certain types of cancer
but the State of California says, in that regard that the product
that Bill would like to sell, is that naturally occurring Acrylamide
may—may cause cancer. He is now being subjected to a multi-mil-
lion dollar lawsuit because his product does not contain a label say-
ing that the State of California believes his product could—could,
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may cause cancer. Forty-nine other States, Bill—why don’t you
bring your company to Kansas? Where are you?

[Laughter]

You know, Dodge City will give you a special deal. We'll make
you Marshall. We'll give you the land—well, 'm maybe a little out
of line there but at any rate, think about it. But at any rate, I
think it is time to bring common sense to our food safety tolerance
and warning label policies. Mr. Chairman, I thank you again for
holding this hearing. Pardon my sort of wanderings here or being
rather irascible in regards to this but 15 years we've tried to get
uniform and we’ve done it on so many other different things, as I've
said. Pesticides, allergens, nutritional labeling, pesticides in 1996,
nutritional labeling in 1990, allergens 2004. As science has pro-
gressed in this parts per trillion, or even more than that in terms
of technology. I think we can do the job. I think the FDA can do
the job and I certainly would support funding in regards to enforce-
ment practices. So I thank you again for holding the hearing. I
urge my colleagues to help us move forward in ensuring this legis-
lation is enacted as of this year if possible. I yield whatever time
I have remaining, which is probably none.

Senator BURR. All right, I thank the Senator from Kansas for his
work in the past and his work today. The Chairman also said that
it is his understanding that the FDA is in the process of issuing,
probably before the end of the year, a regulation as it relates to
lead in candy. Were this to be the law today, California, in this
particular case, because there was no Federal standard, would peti-
tion the FDA as it related to lead in candy. Until the FDA acted
on that petition, this would be the letter of the law in California.
We would not alter California’s regulation of lead in candy and
clearly, there is the opportunity that California may object with
what the FDA came out with or in fact, California’s experience
might guide the FDA as to what that regulation should look like.
But I think clearly, the point needs to be made that passing this
bill would not in any way, shape or form, affect what California has
done as it relates to lead in candy. The Chair would recognize Sen-
ator Reed if he has any opening remarks. He does not, then the
Chair would call up the second panel. On our second panel is Wil-
liam Stadtlander, who has been president and CEO, owner of
Homestat Farms, Limited since creating the company in 2001. The
company is based in Dublin, Ohio and makes the hot cereals
Maypo, Wheatena and Maltax as well as G. Washington Seasoning
and Broth. Prior to creating Homestat Farms, Mr. Stadtlander
worked at Abbott Laboratories for 21 years and served for 9 years
as Vice President, Corporate Officer for the Ross Division of Abbott
Labs. Mr. Stadtlander will discuss the impact of nonuniform food
safety laws on his small business. In addition, Mr. Peter Barton
Hutt is a Senior Counsel in the Washington, D.C. law firm of Cov-
ington and Burling, specializing in food and drug law. He began his
law career practicing with the firm in 1960 and except for his 4
years in the Government, has continued at the firm ever since.
From 1971 to 1975, he was the Chief Counsel for the Food and
Drug Administration. Mr. Hutt will discuss the history of food reg-
ulation and why establishing uniformity in food adulteration regu-
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lations and warning notifications is an important step forward.
Welcome, Mr. Hutt.

Senator ROBERTS. Mr. Chairman, could I make a point?

Senator BURR. Yes.

Senator ROBERTS. I'm the candy man here again. You folks have
to get a better example here, more up to date because this is pretty
old stuff and it is hard to read the label but this candy is from
Mexico and I think maybe this is a trade issue or certainly an in-
spection issue for products coming in from Mexico to California.
And I would agree, I wouldn’t eat this stuff. This looks like it is
about 2 or 3 years old.

Senator BURR. I'm confident our second panel might be able to
share some insight on that candy as well. In addition, Dr. Elsa
Murano

Senator ROBERTS. Jack, do you want some candy?

[Laughter]

Senator BURR. Dr. Elsa Murano is the former Undersecretary of
the USDA. She is currently the Vice Chancellor and Dean of Agri-
culture and Life Science at Texas A&M University and Director of
the Texas Agricultural Experiment Station. Prior to being ap-
pointed Undersecretary for Agriculture for Food Safety by Presi-
dent George Bush in 2001, Dr. Murano was a Professor in the De-
partment of Animal Science at Texas A&M and holder of the Sadie
Hatfield Professorship in Agriculture. Dr. Murano will discuss why
food adulteration regulations need to be based on sound science.
And before his recent retirement, Mr. William Hubbard advised the
Commissioner of Food and Drugs on agency policy, coordinated the
development of the agency rulemaking, directed the agency’s con-
gressional relations and legislative activities and oversaw the plan-
ning and evaluation functions of the Food and Drug Administra-
tion. He was also a principal representative of the agency with the
Secretary of Health and Human Services, other members of the
Cabinet, Governors and other senior officials of several States and
with the White House. Mr. Hubbard will discuss the FDA’s activi-
ties on food safety and the agency’s interaction with States and I
might also add—I understand you are now a resident of North
Carolina. We're delighted to have you there.

Mr. Hubbard. Thank you, Mr. Chairman. 'm a native of the
State and while those others down east are not as sophisticated or
probably intelligent as those of you up in the Piedmont, we do ap-
preciate your concerns, Mr. Burr.

Senator BURR. Thank you, Mr. Hubbard. We will start with Mr.
Stadtlander.

STATEMENT OF WILLIAM STADTLANDER, OWNER,
HOMESTAT FOODS, DUBLIN, OH

Mr. STADTLANDER. Thank you, Mr. Chairman.

Senator BURR. And I would ask all of you to make sure the mics
are on and that you pull them close enough so everybody can hear.

Mr. STADTLANDER. Thank you, Mr. Chairman. My name is Bill
Stadtlander. I own a small company, Homestat Farm, which makes
Maypo, Wheatena and Maltex hot cereals. Homestat Farm was
formed in October 2001, when I purchased these brands as well as
G. Washington Seasoning and Broth, from ConAgra Grocery Prod-




20

ucts. My company is located in Dublin, Ohio and we have a manu-
facturing facility in Highspire, Pennsylvania, where our cereals are
manufactured. We work with BCTGM Local 464. Homestat Farm
is a small company. Our annual sales are $4.5 million. We employ
about 20 people. Although I am a small company, I pay good wages
to my employees. I pay 85 percent of their health insurance, have
a pension plan for union employees related to their years of service.
I spent more than 25 years working for food and consumer prod-
ucts companies, many of those years making nutritious foods. I cre-
ated Homestat Farm because I wanted to continue to offer, as my
slogan says, healthy nutrition for those you love.

The Wheatena story, which is the subject of a lawsuit right now
in California, is what I am here for. The Wheatena story goes back
a long way to 1879, when a small bakery owner on Mulberry Street
in lower New York City, roasted whole wheat, ground it, sold it in
packages branded Wheatena. That is pretty much what Wheatena
remains today: a toasted wheat product with a unique taste and
lots of healthy fiber, 25 percent more than the leading brand.
Health experts now recognize that fiber is essential to a healthy
diet. The FDA food pyramid and nutritionists across the world rec-
ommend eating high fiber diets and whole grains to maintain good
health and to reduce both the risk of heart disease and some types
of cancers. A healthy way for a person to start the day is to have
a high-fiber breakfast. Wheatena provides that. People may dis-
agree about what foods are healthy and which are not but I've
never heard anyone dispute that Wheatena is a high-fiber, healthy
food. Nevertheless, I have been sued by a trial lawyer in California
who claims that because Wheatena—like hundreds of other cooked
or heated foods—contains a naturally occurring by-product of the
cooking process, I should have provided a Prop 65 cancer warning
to Wheatena customers. What is this by-product? It is Acrylamide,
a substance produced whenever foods that have starch are
browned.

It’s not just Wheatena that Acrylamide is found in, it’s in whole
grain breads and cereals such as Cheerios, Corn Flakes, Raisin
Bran, Granola, Rice Krispies, and Shredded Wheat. It is found in
crackers and cookies, toast and pastries. It is found in roasted nuts,
prunes, grilled asparagus, to just name a few. Coffee also has Ac-
rylamide. I'm told about 40 percent of the food people consume
today have Acrylamide in it.

I am in compliance with all Federal laws, including NLEA label-
ing and health claims and I know now that the FDA actually says
there should not be warnings on foods just because they contain
Acrylamide but this lawyer claims that California law is otherwise.
It is extremely difficult as a small businessman, to keep up with
potentially 50 different State laws regarding ingredients and warn-
ings.

Although I sell approximately $70,000 worth of Wheatena in
California each year, California’s Prop 65 allows this trial lawyer
to sue me for millions of dollars. Food safety agencies around the
world have been studying the Acrylamide issue intensively since
the substance was first discovered in food 4 years ago and none of
them found any significant health risks or recommended any Acryl-
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amide warnings. But that does not stop the lawsuit against me,
which I have to spend thousands of dollars to defend.

I understand that those who oppose the National Uniformity for
Food Act claim it will gut the Nation’s food safety laws. I do not
believe that is true but I do know they will prevent a State from
trying to dictate food policy to the rest of the country and giving
bounty hunter lawyers a financial plug to make me think twice
about selling Wheatena in that State. As a result of the California
lawsuit, I have a real dilemma in that State. I am selling a product
that reduces the risk of cancer but the lawyers claim I have to ei-
ther remove the product from the market or put a cancer warning
on it. A cancer warning on a product that nutritionists agree re-
duces cancer risk all because Acrylamide in Wheatena, even though
the same Acrylamide is in lots of other foods with a lot fewer
health attributes.

Wheatena is a healthy, all-natural, toasted wheat hot cereal that
has been on the market since 1879. The Federal Government has
very rigorous procedures for determining health claims a food prod-
uct can make and Wheatena is in the minority of foods that are
allowed three different health claims: heart healthy, bone healthy
and may reduce the risk of certain types of cancer. Even though
the FDA specifically determined that Wheatena may reduce the
risk of cancer, California wants foods that contain Acrylamide, in-
cluding whole grain breads and cereals, to have a warning that the
product may cause cancer, even when no other regulatory party in
the world believes warnings are required for Acrylamide at this
time. Are you confused? I am and consumers are sure to be con-
fused if Federal guidelines say a product may reduce the risk of
certain cancers followed by a California warning that it may cause
cancer.

The combination of the litigation costs and potentially pulling out
of the State of California is enough to jeopardize my small business
when I believe I am selling a very healthy cereal. Because of the
real risk to my business, I am fully supportive of the National Uni-
formity for Food Act that provides for national uniform food safety
standards and warning requirements. The basic rationale is for
one, uniform, scientifically sound food safety standard rather than
a patchwork of 50 different State laws. I want to thank the com-
mittee for allowing me to speak here today and I urge you to quick-
ly pass this bill.

[The prepared statement of Mr. Stadtlander follows:]

PREPARED STATEMENT OF WILLIAM STADTLANDER

My name is Bill Stadtlander and I own a small company, Homestat Farm, which
makes Maypo, Wheatena and Maltex—hot cereals which, as many mothers have
said to their children, are good and good for you. Homestat Farm was formed in
October 2001 when I purchased these brands, as well as G. Washington’s Seasoning
and Broth, from ConAgra Grocery Products. My company is located in Dublin, Ohio
and we have a manufacturing facility in Highspire, PA. where our cereals are manu-
factured. We work with BCTGM Local 464.

Homestat Farm is a small company. Our annual sales are $4,500,000—all in the
United States—with sales of $70,000 of Wheatena in California.

We have 3 full-time employees and 3 part-time consultants in our Dublin office
which are new jobs that were created when I bought the business. In our manufac-
turing facility, we have 2 full-time employees in administration and 10 full-time
union employees.
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Although I am a small company, I pay good wages to my employees, I pay 85 per-
cent of their health insurance, and I have a pension plan for the union employees
related to their years of service.

I spent more than 25 years working for food and consumer product companies,
many of those years making nutritious foods. I created Homestat Farm because I
wanted to continue to offer (as my slogan says) “Healthy Nutrition for Those You
Love.”

I do not know how many on this committee had Wheatena growing up, but I did,
and I did not want to see Wheatena disappear. The Wheatena story goes back a
long way—to 1879, when a small bakery owner on Mulberry Street in lower New
York City roasted whole wheat, ground it and sold it in packages branded
Wheatena. That’s pretty much what Wheatena remains today: a toasted wheat prod-
uct, with unique taste, and lots of healthy fiber—25 percent more than the leading
brand.

Health experts now recognize that fiber is essential to a healthy diet. The FDA
food pyramid and nutritionists across the world recommend eating high fiber diets
and whole grains to maintain good health and to reduce both the risk of heart dis-
ease and some types of cancers. A healthy way for a person to start the day is to
have a high fiber breakfast—Wheatena provides it.

And Wheatena promotes health in other ways:

e It is Calcium fortified to help keep bones strong.

e It has, as I said, 25 percent more fiber than the leading brand of hot cereal.

e It is 100 percent natural, toasted whole wheat, rich in bran, protein and wheat
germ.

e It is cholesterol free, low in fat, low in sugar, low in sodium and fortified Kosher
by the Orthodox Union.

People may disagree about what foods are healthy and which are not. But I have
never heard anyone dispute that Wheatena is a high fiber, healthy food. In fact, one
of the most vocal consumer activist groups engaged in advocating for good nutrition,
the Center for Science in the Public Interest (CSPI), lists Wheatena as a good source
of whole grains in “Nine Weeks to a Perfect Diet” on its Web site.

Nevertheless, I have been sued by a trial lawyer in California who claims that
because Wheatena—Ilike hundreds of other cooked or heated foods, contains a natu-
rally occurring by-product of the cooking process, I should have provided a Propo-
sition 65 cancer warning to Wheatena customers. What is this by-product? It is ac-
rylamide—a substance produced whenever foods that have starch are browned. It
is not just Wheatena. Acrylamide is found in whole grain breads and cereals such
as Cheerio’s, Corn Flakes, Raisin Bran, Granola, Rice Krispies, and Shredded
Wheat; it is found in crackers and cookies, toast and pastries; and it is found in
roasted nuts, prunes, and grilled asparagus to name just a few. I am told that about
40 percent of the food people consume has acrylamide in it.

Apparently, acrylamide is one of the chemicals California has listed as requiring
a cancer warning under its law. I am told that this requirement was adopted when
people thought acrylamide existed only in synthetic form and was used in large
quantities in industrial settings. I make food products and I try my best to keep
up with food regulations. But nobody thought of this Prop 65 listing as applying to
food. So I wasn’t even aware of Prop 65 until I received notice of the lawsuit. I am
in compliance with all Federal laws including NLEA labeling and health claims.
And I know now that FDA actually says there should not be warnings on foods just
because they contain acrylamide. But this lawyer claims that California law is oth-
erwise. It is extremely difficult as a small businessman to keep up with potentially
50 different State laws regarding ingredients and warnings.

Although I sell only approximately $70,000 worth of Wheatena in California each
year, California’s Proposition 65 allows this trial lawyer to sue me for millions of
dollars. Food safety agencies around the world have been studying the acrylamide
issue intensively since the substance was first discovered in food 4 years ago, and
none of them have found any significant health risk or recommended any acryl-
amide warnings. But that does not stop the lawsuit against me, which I have to
spend thousands of dollars defending.

In the meantime, I understand that the same CSPI that love Wheatena, is leading
the charge against the National Uniformity for Food Act, claiming it will “gut” the
Nation’s food safety laws. I do not believe that is true, but I do know that it will
prevent a State from trying to dictate food policy to the rest of the country, and giv-
ing “bounty hunter” lawyers a financial club to make me think twice about selling
Wheatena in the State.

As a result of the California lawsuit, I have a real dilemma in that State. I am
selling a product that reduces the risk of cancer. But to limit the lawyer’s claims,
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I have to either remove the product from the market or put a cancer warning on
it—a cancer warning on a product that nutritionists agree reduces cancer risk—all
because of acrylamide in Wheatena, even though that same acrylamide is in lots of
other foods with a lot fewer health attributes.

Wheatena is a healthy all natural toasted wheat hot cereal that has been on the
market since 1879. The Federal Government has very rigorous procedures for deter-
mining the health claims a food product can make and Wheatena is in the minority
of foods that are allowed three different health claims: (1) Heart Healthy; (2) Bone
Healthy; and (3) May reduce the risk of certain types of cancer.

Even though FDA specifically determined that Wheatena may reduce the risk of
cancer, California wants foods that contain acrylamide—including whole grain
breads and cereals—to have a warning that the product may cause cancer, even
when no other regulatory body in the world believes warnings are required for acryl-
amide at this time. Are you confused? I am. And consumers are sure to be confused
if Federal guidelines say a product may reduce the risk of certain cancers followed
by a California warning that it may cause cancer.

The alternative of a different label for one State than for the remaining 49 States
is virtually impossible to implement because food chains and wholesalers pull from
the same warehouse for different States and diverters move products around the
country. Another possibility is to have a separate label with a different UPC code
and carry duplicate inventory to conform to individual State requirements which is
expensive and potentially confusing.

The combination of the litigation costs and potentially pulling out of the State of
California are enough to jeopardize my small business when I believe I am selling
a very healthy cereal that has been on the market for more than a century and is
widely recommended by nutritionists.

Because of the real risk to my business, I am fully supportive of The National
Uniformity for Food Act that provides for national, uniform food safety standards
and warning requirements. The basic rationale is for one uniform, scientifically
sound food safety standard rather than a patchwork of 50 different State laws. I
understand that uniformity already exists for nutrition labels and for meat, poultry
and eggs, and I believe that system works very well.

I want to thank the committee for allowing me to speak here today, and I urge
you to quickly pass this bill.

Senator BURR. Thank you, Mr. Stadtlander.
Mr. Hutt. Welcome.

STATEMENT OF PETER BARTON HUTT, SENIOR COUNSEL,
COVINGTON AND BURLING, WASHINGTON, D.C.

Mr. HuTT. Mr. Chairman and members of the committee, I am
Peter Barton Hutt, Senior Counsel at the Washington, D.C. law
firm of Covington and Burling. I have practiced and taught food
and drug law for my entire professional career. From 1971 to 1975,
I served as Chief Counsel for the Food and Drug Administration.
I am the co-author of the casebook used to teach food and drug law
throughout the country and since 1994, I have taught a full course
on this subject each year at Harvard Law School. Mr. Chairman,
I'm not from North Carolina but my younger daughter does teach
at Duke Law School and enjoys it greatly. S.3128 balances the
need for a strong national law to assure safe food for all our citi-
zens, wherever they may live, with the right and duty of each State
to protect its own citizens from harm. It recognizes the primary ju-
risdiction of FDA to provide uniform requirements for safe and
properly labeled food throughout the country, enforced by both Fed-
eral and—and I emphasize—State officials as well. It would be im-
possible to maintain a national food market of each of the 50 States
who are free to impose their own separate food safety and food
warning requirements. But at the same time, the States must be
given the right to collaborate with FDA in assuring that appro-
priate national requirements are imposed and the States should
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take the predominant role in public protection where uniquely local
matters are involved. This legislation accomplishes both of these
objectives. Let me hit just the highlights of this legislation. There
is no impact on State administrative procedures in this bill. There
is no impact on State enforcement power and there is no impact
on State inspections of food manufacturers. States can fully enforce
any State food law that is the same as the Federal food law. Noth-
ing in the bill, nothing at all, disrupts the longstanding Federal/
State partnership in food safety. No existing food safety program
is weakened. Traditional local food sanitation matters are not sub-
ject to national uniformity under the bill. Thus, regulation of milk
production, shellfish and restaurants is not under the bill. Eco-
nomic adulteration is also excluded, thus the illegal addition of
water or other adulterates to milk, juice, honey, cider vinegar or
maple syrup, in order to deceive the public, are not included within
the legislation. Now, in contrast, there are inherently national mat-
ters for which uniformity is essential to an orderly and free na-
tional marketplace. Regulation of the safety of food ingredients,
color additives and packaging components must be consistent in
every jurisdiction in the country in order to permit our free market
economy to thrive. But even then, as S. 3128 explicitly confirms the
authority of the States to enforce their identical State laws regard-
less whether FDA does or does not take action itself. But provisions
of S.3128 that relate to food warnings are narrowly limited to ac-
tual warnings and not to a large number of their types of state-
ments relating to food. Thus, the legislation does not apply to direc-
tions for use such as keep refrigerated or to descriptions of the ori-
gin of a food such as farm-raised fish. Now, the Center for Science
in the Public Interest erroneously asserts that more than 200 State
laws will be affected by S.3128. In fact, all but a handful of the
State laws cited by CSPI are not affected by the legislation in any
manner whatsoever. The most notable State law that would be af-
fected by S.3128 is, of course, California’s notorious Proposition 65
that Bill has just described. This law has resulted in a veritable
torrid of warnings as well as major litigation about the applica-
bility to various food products in spite of numerous FDA letters op-
posing the warnings that California has required. For those non-
uniform State laws and regulations that have already been enacted
and are currently in effect, the State may petition for an exemption
from uniformity or for a national standard. These existing State
laws stay in place, as everyone recognizes, as long as it takes the
FDA to rule on the petitions. Finally, there will be no flood of State
petitions. Only six State exemption petitions have ever been sub-
mitted to FDA under the National Uniformity provisions of the Nu-
trition Labeling and Education Act of 1990. Not one exemption pe-
tition has been submitted by a State in the last 13 years. I'll be
happy to answer any questions, Mr. Chairman.
[The prepared statement of Mr. Hutt follows:]

PREPARED STATEMENT OF PETER BARTON HUTT

Mr. Chairman and members of the committee, I am Peter Barton Hutt, senior
counsel at the Washington, D.C. law firm of Covington & Burling. I have practiced
and taught food and drug law for my entire professional career. From 1971 to 1975,
I served as chief counsel for the Food and Drug Administration. I am the coauthor
of the casebook used to teach food and drug law throughout the country and since
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1994 I have taught a full course on this subject each Winter Term at Harvard Law
School. My curriculum vita is attached to this testimony.

I appear today in support of S.3128, the National Uniformity for Food Act. This
legislation balances the need for a strong national law to assure safe food for all
our citizens, wherever they may live, with the right and duty of each State to pro-
tect its citizens from harm. It recognizes the primary jurisdiction of FDA to provide
consistent and uniform requirements for safe and properly labeled food throughout
the country, enforced by both Federal and State officials. It would be impossible to
maintain the national food market that we have come to demand if each of the 50
States imposed its own separate food safety and warning requirements. At the same
time, the States must be given the right to collaborate with FDA in assuring that
appropriate food safety and warning requirements are imposed and, where uniquely
local matters are involved, to assume the predominant role in public protection. This
legislation accomplishes these dual objectives.

It is fitting that, on this the 100th anniversary of our first national food and drug
law, the Congress is considering legislation that strengthens the authority and re-
sponsibility of FDA to regulate the safety and labeling of the entire food supply. Our
country has moved well beyond the day when most food was locally produced and
consumed. Now, food that has been grown, produced, and packed all over the world
is sold in every State. Different standards and warnings imposed on food in one
State but not in others impedes commerce, confuses consumers, and increases the
cost of food without commensurate benefit.

Consumers are entitled to assurance that the food they purchase and consume,
whether for themselves or for their families, is safe. Whether it be a container of
milk, a box of cereal, or a bottle of juice, the decision whether that food is safe ought
to be applied consistently from State to State. Disparate standards and warnings—
the current circumstance which S.3128 addresses—does not facilitate informed deci-
sionmaking by consumers about the foods that they choose to consume.

Let me provide an example of this point. There has been considerable recent dis-
cussion and controversy about regulation regarding mercury in fish. No one seri-
ously questions that pregnant and nursing women and young children should limit
their consumption of fish known to be relatively high in mercury. At the same time,
the health benefits of eating fish (low fat, high protein, and an abundant source of
omega-three fatty acids) are also well known. The challenge for health and safety
regulators is thus to provide advice to consumers that properly balances the risks
and benefits of fish consumption.

In 2004, the Food and Drug Administration and the Environmental Protection
Agency did just that. The two agencies issued a comprehensive advisory to con-
sumers that is scientifically based and carefully drawn to encourage consumption
of fish while also permitting consumers—especially those most at risk—to avoid fish
with relatively high levels of mercury. Nevertheless, one State, California, has taken
a contrary position that focuses on the risk of mercury while minimizing or ignoring
the benefits of eating fish.

The position California has taken is contrary to the public health. Several months
ago, the highly regarded Tufts Health and Nutrition Letter reported on a study done
at the Harvard School of Public Health. That study concluded that government
warnings about mercury in fish did more harm than good because they caused con-
sumers to avoid fish and thus to deprive themselves of the health benefits of fish
in return for a negligible reduction in risk due to avoidance of mercury. Several
studies have compared the risk of exposure to mercury with the benefits of omega-
three fatty acids in terms of the risk of stroke and coronary heart disease and rel-
ative to prenatal development. The conclusion of those studies is clear: the health
benefits to the pubic of consuming fish outweigh the risks from mercury.

The mercury in fish matter demonstrates the need for regulators to speak with
one voice and to apply sound science to reach a conclusion that gives consumers a
basis to make informed and sound choices about the food they consume. We do con-
sumers a disservice when we perpetuate a system that allows inconsistent, indeed
contradictory, standards to be applied and warnings to be issued in some places in
the country which are at odds with the science-based conclusions that regulators
with national responsibility have reached after thorough and careful consideration
of the available scientific data and information.

S. 3128 would properly and effectively ensure that the standards to be applied and
the warnings to be issued are based on sound science and consistent throughout the
country.

The Congress has repeatedly exercised its Constitutional authority to regulate
interstate commerce in the food and drug arena by enacting legislation that provides
for uniformity in food and drug regulation. The legislation before the committee
today is not novel, unique, or unprecedented. National Uniformity exists for meat
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and poultry products under the Federal Meat Inspection Act and the Poultry Prod-
ucts Inspection Act, both of which are administered by the U.S. Department of Agri-
culture. When the Congress enacted the Nutrition Labeling and Education Act in
1994, it provided for national uniformity for nutrition labeling, health claims, nutri-
ent content claims, ingredient labeling, standards of identity and numerous other
aspects of food labeling. Congress has also provided national uniformity for pesticide
regulation, medical devices, and cosmetic and over-the-counter drug product label-
ing.

In 1990, Congress enacted the Nutrition Labeling and Education Act (NLEA)
which amended the Federal Food, Drug, and Cosmetic Act (FD&C Act) to modernize
food labeling. As part of that legislation, Congress included Section 403B of the
FD&C Act, 21 U.S.C. 343-1, to require national uniformity for most aspects of food
labeling. Two areas of food regulation were not included under the 1990 national
uniformity provisions: (1) the food safety provisions of the FD&C Act and (2) food
warnings. The National Uniformity for Food Act is intended to address these two
important areas, in order to assure that food is safe throughout the Nation and that,
whenever some form of warning is appropriate, it will be provided in every part of
the country.

It is a conspicuous anomaly that a statutory requirement for national uniformity
does not currently exist for food safety and food warnings for products regulated by
FDA. The absence of uniformity in these areas is an historic accident that cannot
be explained by fundamental differences between food safety and all of the other
areas in which the Congress has provided for consistent and uniform regulation.
Under the food safety related provisions of the FD&C Act, FDA has extensive statu-
tory authority to establish standards for the adulteration of foods, establish toler-
ances or other limits for environmental contaminants in food, determine whether
food additives, color additives and other categories of food ingredients are safe, and
establish standards for the safe processing and packaging of foods. One cannot ex-
plain the absence of national uniformity for food safety and food warnings by claim-
ing that the authority of the States to regulate food is more extensive than the au-
thority that the Congress has given to FDA.

SUMMARY OF MAIN FEATURES OF S. 3128

The legislation divides food safety into two categories: (1) traditional local matters
that have long been the subject of city, county, and State regulation and (2) inher-
ently national matters for which a consistent policy throughout the country is essen-
tial to a nationwide market.

The pending legislation does not include traditional local food safety matters with-
in the requirement for national uniformity. For example, there are three areas of
local food sanitation that have long been handled by cooperative Federal/State/in-
dustry/academia programs: milk production (a program begun in 1923), seafood
(begun in 1925), and regulation of restaurants, vending machines, and retail food
stores (begun in 1935). All three of these areas largely involve food sanitation and
administrative procedures that are excluded from national uniformity. Similarly, the
economic adulteration provisions of the law that have long been handled at the local
level are also excluded from national uniformity. For example, the illegal addition
of water or other adulterants to milk, juice, honey, or maple syrup in order to de-
ceive the public are not included within this legislation. Because each uniquely
takes place in a local jurisdiction and regulation has no impact upon a nationwide
market, there is no need for national uniformity in order to preserve the ability of
the food industry to serve the entire country. As a practical matter, moreover, the
cooperative programs that have long been used in these areas assure widespread
uniformity in food sanitation and economic adulteration requirements that has
served the public so well for decades.

In contrast, there are inherently national matters for which national uniformity
is essential to an orderly and free national marketplace. Regulation of the safety
of natural and synthetic food ingredients, color additives, and packaging components
must be consistent in every jurisdiction in the country in order to permit our free
market economy to thrive. If differing standards and requirements were adopted in
each State, and specific ingredients were regarded as safe in some States but not
in others, there would be economic chaos. Thus, national uniformity is applied under
this legislation to all of these inherently national aspects of food regulation, with
three exceptions which are addressed later in this testimony.

I now turn to the provisions of S.3128 and describe briefly how these provisions
would operate if enacted. Because there has been so much misinformation circulated
about S.3128 (and H.R.4167, the version of the legislation that passed the House
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of Representatives), I also address the major criticisms of the legislation that I con-
clude are without merit.
S. 3128 contains four main features:

e Uniformity for food safety regulation

e Uniformity for food safety warnings

e Implementation of the legislation and the process for consideration of State re-
quirements

e Specific exemptions

I will address each of these features in turn.

Uniformity for Food Safety Regulation

Section 2(a) of S.3128 provides for uniformity in food safety regulation. The bill
would do this by amending the existing uniformity provision in Section 403A of the
FD&C Act (21 U.S.C. 343-1). The bill sets forth 10 sections of Federal food safety
law under which the vast majority of Federal food safety regulation arises and pro-
vides that State requirements that are the counterpart to these 10 sections must
be identical. The 10 sections of Federal law that are included in the bill relate to
adulteration of food, food and color additive regulation, regulation of contaminants
in food, emergency permits for low acid canned food, and animal drugs used in food
producing animals.

The bill defines “identical” broadly to encompass many State requirements that
are not literally identical. As defined in Section 2(a)(4)(c)(1), “identical” means that
the language of the State law is “substantially the same” as the Federal provision
and that any differences in language do not “result in the imposition of materially
different requirements.” This definition is unique. Ordinarily when the Congress en-
acts legislation to create uniformity it merely requires that State law be identical
to Federal law. The language in S.3128, however, accommodates differences in the
wording of State and Federal requirements that do not affect the meaning of the
respective provisions.

The premise of this provision of S.3128 strikes me as straightforward: the basic
provisions of law—whether Federal or State—under which the safety of the food
supply is regulated, ought to be the same. If a State were to apply different stand-
ards to determining, for example, whether a food was adulterated, than other States
or the Federal Government, interstate commerce in food would be chaotic.

The notion that underlying food and drug law at the Federal and State levels
should be the same is not new. The food and drug laws of virtually every State are
patterned after the Model State Food and Drug Bill which was developed to foster
uniformity. The Model State Bill was, in turn, patterned after Federal law. For ex-
ample, Section 402(a)(1) of the FD&C Act, 21 U.S.C. 342(a)(1), has contained the
basic food safety standard for 100 years. It provides that a food is adulterated if
it contains any added poisonous or deleterious substance which may render the food
injurious to health. This very same provision is found in the laws of all 50 States.

In point of fact, there are very few differences between Federal and State food
safety laws, which is why I am puzzled that this provision of S.3128 has generated
so much discussion. With some exceptions, including notably Proposition 65 in Cali-
fornia, existing differences between Federal and State food safety law are few and
generally of a minor nature.

Section 2 of S.3128 also contains provisions to clarify the ability of the States to
enforce their identical State laws even in circumstances in which FDA has not or
does not take enforcement action. Thus, under Section 2(a)(4)(c)(2) and (3), a State
may enforce its identical State food safety law as it deems appropriate if FDA has
not by regulation or final guidance applied Federal law to the matter in question.
If there is an FDA regulation or final guidance, however, the State may still enforce
its identical law, but it must conform that enforcement to the FDA regulation or
final guidance. Finally, if FDA has formally considered a regulation or guidance and
affirmatively concluded not to adopt one (where, for example, there is insufficient
scientific evidence to support the adoption of a tolerance by regulation), then the
State must abide by that FDA decision.

In my experience, State and local officials routinely consult with the FDA when
they encounter a food safety problem and they will continue to do so under S.3128.
S.3128 carefully preserves the ability of State officials to use the various enforce-
ment tools available to them under State law to remove potentially dangerous food
from the marketplace. It imposes no additional requirement to consult with FDA or
to obtain the concurrence of FDA to take action. S.3128 will help to ensure that,
regardless whether it is a State or a Federal official deciding whether a food is safe,
the standard applied to that food will be the same.
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Uniformity for Food Safety Warnings

The provisions of the national uniformity legislation that relate to food warnings
are narrowly limited to warnings, and do not apply to a large number of other types
of statements relating to food. For example, the legislation does not apply to direc-
tions for use such as “keep refrigerated,” or to descriptions of the origin of a food
such as “free-range-chicken” or “farm-raised fish.” It does not cover specialized laws
found in many States that require that the term “honey” can only be used for a food
that consists solely of honey, or that the term “maple syrup” can only be used if
the product is made solely from the sap of the maple tree, or that “cider vinegar”
must be made solely from apple cider. None of these is in the nature of a warning.
Finally, the legislation itself excludes non-warning statutes and regulations relating
to freshness dating, open date labeling, grade labeling, a State inspection stamp, re-
ligious dietary labeling, organic or natural designation, returnable bottle labeling,
unit pricing, a statement of geographical origin, and dietary supplement regulation.
None of these involve safety warnings and thus are explicitly excluded from the
statute. One type of safety warning—a consumer advisory under the FDA Food
Code relating to the risk of eating raw or undercooked food—has also been explicitly
excluded from the legislation because it is already recommended on a national basis
by FDA.

Thus, there are dozens of State statutes and regulations that are excluded from
the legislation because they are essentially local in nature and do not in any way
relate to food safety.

The national uniformity legislation focuses exclusively on food safety warnings. It
prohibits a State from imposing any such warning that is in addition to or different
from a warning imposed by FDA, in order to assure that the same information on
food safety is provided to citizens in every part of the country.

Section 2(b) of S.3128 provides for uniformity in food warnings. Under that sec-
tion, States would not be permitted to impose on the food industry a requirement
to communicate a “notification requirement for a food that provides for a warning”
unless there is a Federal warning and the State warning is identical. States would
remain free, however, to issue their own warnings to citizens of their States, even
if there is no Federal label warning or if the State-issued warning contradicts a Fed-
eral warning.

In order for the warning uniformity language to apply, the State requirement
must be (1) a notification requirement (2) that contains a warning and (3) is im-
posed on the food industry.

I am familiar with a report issued by the Center for Science in the Public Interest
that asserts that nearly 200 State laws will be affected by S.3128 (or the House
counterpart). I have examined this report and conclude, as have others who have
studied it in detail, that the CSPI report is incorrect. The CSPI report is incorrect
because, while it collects numerous examples of State food laws or regulations, it
assumes erroneously that the uniformity legislation will affect them without exam-
ining the language of the legislation to determine if that is so. For example, there
are numerous State laws listed in the CSPI report that contain notification require-
ments for such things as “keep refrigerated,” or “farm-raised,” or that restrict the
use of certain terms on food products unless certain conditions are met (Massachu-
setts law on halibut and Connecticut law on honey). None of these State laws are
affected by the uniformity legislation because they are notification requirements but
not warnings. S.3128 makes it perfectly clear that it reaches only notification re-
quirements that contain food-related warnings.

The most notable State law that would be affected by S.3128 is California’s Prop-
osition 65. Proposition 65 was adopted in California in 1986 under the State’s initia-
tive process. It was promoted as a law to ensure the safety of the State’s drinking
water. As we have come to know, Proposition 65 is considerably broader. Under
Proposition 65, the State maintains a list of chemicals “known to the State of Cali-
fornia to cause cancer or reproductive toxicity” and makes it illegal to “expose” any-
one to a listed chemical without providing a warning. California has listed more
than 750 chemicals under Proposition 65. The law has resulted in a veritable flood
of warnings in restaurants, bars, grocery stores, hotel lobbies, and elsewhere, as
well as major litigation about its applicability to various food products.

Proposition 65 provides for substantial monetary penalties for violations ($2,500
per violation per day). In addition to the Attorney General, Proposition 65 may be
enforced by private persons, which has given rise to lawyers who bring private Prop-
osition 65 suits because, if successful, they receive not just attorneys fees, but a por-
tion of the penalty imposed.

These suits are expensive to defend and risky to litigate because of the financial
exposure involved. Many companies, faced with a Proposition 65 lawsuit, have elect-
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ed to reformulate their products to remove or reduce the substance in the food that
creates the legal exposure, rather than engage in protracted litigation.

Some have characterized these reformulations as “success stories” and as dem-
onstrating that, under Proposition 65, action has been taken at the State level to
make food safer in situations where the FDA has not acted. This argument cannot
be sustained.

Under Proposition 65, chemicals in food are determined to present a significant
risk by using a vastly different approach to risk assessment than that used by FDA
and EPA. When assessing the potential risk to human health from a chemical
shown to cause cancer in animal studies, for example, FDA and EPA calculate an
upper limit on the risk as one potential additional cancer per 1 million persons.
California, however, used a standard of one additional cancer per 100,000 persons.
Further, in estimating the potential exposure of a person to a chemical, California
assumes exposure 24/7 for 70 years. FDA and EPA, estimate exposure conserv-
atively, but not constantly throughout one’s lifetime, as is done under Proposition
65

The result of the approach to assessing risk under Proposition 65 is that signifi-
cant risk is asserted where it does not exist. Thus, the claims that Proposition 65
has resulted in safer food are often not correct. If a food contains a chemical in a
small quantity such that the risk from exposure to it is negligible, forcing the manu-
facturer either to lower the level of the chemical in the food or to face costly and
uncertain litigation and adverse publicity does not make the food less risky. Propo-
sition 65 creates the illusion of safer food while simultaneously creating a prolifera-
tion of warnings that can only cause consumers to believe that “everything is un-
safe.”

Implementation of the Legislation and Process For Consideration of State Require-
ments

For both food safety requirements and safety warning requirements, the national
uniformity legislation divides State laws and regulations into two categories: (1)
those already existing as of the date of enactment of the legislation and (2) those
that are the subject of State action after the legislation goes into effect.

For those State laws and regulations that have already been enacted and are cur-
rently in effect, the legislation provides for a 2-year process for FDA consideration
as to whether the requirements can be justified on the basis of sound science or
whether they cannot withstand close scrutiny. If a State wishes to abandon a re-
quirement, it need do nothing further. If the State desires to continue enforcing the
requirement, it can petition FDA either for an exemption from national uniformity
or to adopt the State requirement throughout the country. Following a 2-year public
process, FDA will make a decision based on sound science. That decision may also
be appealed to the courts. At every stage of this process, the States will be inti-
mately involved. If FDA fails to take action as required by the legislation, provisions
authorize the courts to force the agency to do so. State requirements that are the
subject of State petitions to FDA remain in effect until FDA takes action on the pe-
tition, however long that may take.

For future State safety requirements and warnings, there are three mechanisms
by which a State may adopt provisions that do not conform to national uniformity.
First, a State may petition FDA for an exemption from national uniformity in order
to address a local problem. Second, the State may petition for a national standard
that would impose a requirement throughout the country, in order to address a na-
tionwide problem. Third, the State may act immediately in order to address an im-
minent hazard to health, for example, an issue of bioterrorism.

For all three of these areas, the legislation explicitly provides that FDA must ex-
pedite consideration of any requirement relating to a cancer risk or to the safety
of pregnant women and children. Again the courts are empowered to force FDA to
take action if the agency fails to do so.

Some have suggested that FDA will be overwhelmed with petitions under the pe-
tition process set forth in the legislation for existing State requirements. I will be
very surprised if this were the case. First, as noted earlier in this testimony, there
are likely to be very few State requirements in effect on enactment that will be af-
fected by the legislation. Of the 196 State requirements in the CSPI report, in re-
ality only 11 would be affected. Second, to the extent that States submit petitions
to FDA out of caution, FDA will be able to address this summarily and without sub-
stantial expenditure of resources. Finally, to the extent that FDA is not able to re-
solve petitions in the time periods set forth in the legislation, State requirements
will remain in effect.
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Food Bioterrorism

The national uniformity legislation fully recognizes valid concern about the poten-
tial for bioterrorism through intentional poisoning of the food supply. First, States
retain all of the enforcement authorities that exist under State law. Second, as al-
ready noted, any State can act immediately under the imminent hazard provision
of the legislation in the event of food bioterrorism. Third, the entire bill will not go
into effect unless and until the Secretary of HHS certifies to Congress, after con-
sultation with the Department of Homeland Security, that implementation will pose
no additional risk to the public health or safety from terrorism attacks.

CONCLUSION

The national uniformity legislation explicitly reinforces the unique and important
role of State officials in enforcing food safety requirements. The legislation provides,
for example, that it does not affect State administrative procedures or enforcement
powers. The legislation explicitly confirms that States can enforce, at any time, local
laws and regulations that are the same as the requirements of the FD&C Act. And
States can at any time issue their own food safety warnings to their citizens, even
if the State warnings do not conform to FDA policy. Thus, States retain substantial
authority to protect their citizens. In this way, national uniformity is reconciled with
the fundamental right and duty of a State to protect the public from unsafe food.

The national uniformity legislation represents a balanced approach, incorporating
both the need for a consistent and coordinated approach to food safety and food
warnings throughout the country, while retaining the authority of States to take the
lead on local issues, to collaborate with FDA to assure appropriate national regu-
latory requirements, and to cooperate in a comprehensive enforcement system that
will protect the public in every jurisdiction throughout the country.

Senator BURR. Thank you, Mr. Hutt.
Dr. Murano.

STATEMENT OF ELSA A. MURANO, DEAN, COLLEGE OF AGRI-
CULTURE AND LIFE SCIENCES, TEXAS A&M UNIVERSITY,
COLLEGE STATION, TX

Dr. MURANO. Thank you. My name is Dr. Elsa Murano. I am the
Dean of the College of Agriculture and Life Sciences at Texas A&M
University, Director of the Texas Agricultural Experiment Station
and Vice Chancellor of Agriculture for the Texas A&M University
system. Mr. Chairman, I am a food microbiologist by training, hold-
ing a Master’s and Ph.D. degrees from Virginia Tech in Anaerobic
Microbiology and Food Science and Technology. In the 1990s, I was
Professor of Food Microbiology at Iowa State University and then
at Texas A&M University.

From 2001 to 2004, I served as Undersecretary for Food Safety
at the U.S. Department of Agriculture, where I was responsible for
developing the policies and programs implemented by the Food
Safety and Inspection Service or FSIS. This public health agency
is believed to be the premier public health agency in the world,
with FDA as a close second. This public health agency is charged
with ensuring that the Nation’s commercial suppliers of meat, poul-
try and egg products is safe, wholesome and correctly labeled and
packaged. While Undersecretary, I was also responsible for rep-
resenting the U.S. Government on the Codex Alimentarius Com-
mission, which is an international organization that develops food
standards guidelines and codes of practice to protect the health of
consumers, ensure fair trade practices and promote coordination of
all food standards at the international level.

Mr. Chairman, S.3128 would provide a national approach for es-
tablishing food safety tolerances and inserting warning information
on the label and related materials for packaged foods. The bill
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would assure a consistent approach to labeling information for all
50 States. The proposed law is not a new concept as we have heard
already this morning. National uniformity already exists for most
of the U.S. food supply and many other products. The laws under
which I operated as Undersecretary for Food Safety at the USDA
are a good example. Besides my representing a new concept,
S.3128 is designed to ensure that the public is protected and well
informed without impacting the fundamental food safety laws at
the Federal or State level or affecting any enforcement authority
at the State or Federal level. It is through cooperation that exists
between Federal and State agencies that these activities are car-
ried out. A good example of this cooperation is the Food Code. The
FDA, the Center for Disease Control and Prevention and FSIS all
contribute to the Food Code to make sure it addresses control for
risk factors that the Government has identified as causing out-
breaks of food borne illness. The Code provides food control author-
ity at all levels of government, a scientifically sound technical and
legal basis for regulating the retail and food service segment of the
industry. In fact, according to the FDA, local, State, tribal and Fed-
eral regulators use the FDA Food Code as a model to develop or
update their own food safety rules and to be consistent with na-
tional food regulatory policy. As a trained researcher, as a scientist,
I understand how science can be used to determine the true risk
posed by food-borne hazards. As Undersecretary, I put this back on
to use, applying the scientific principle of hazard analysis, epidemi-
ology, risk assessment and statistical sampling in order to develop
policies that would reduce the risk of illnesses such as those caused
by E. coli or 157H7, Listeria monocytogenes, among others. As a
result, the number of illnesses caused by these pathogens was re-
duced by 42 percent and 40 percent respectively, as reported last
year by the CDC. At the USDA, our scientific experts work very
hard to develop the underlying data used in risk assessments, in-
corporating research also from the entire scientific community,
which resulted in these public health improvements. Establishing
a uniform national system will put food safety in the hands of the
Nation’s top food scientists and food safety experts, such as those
at the USDA and just like USDA, the FDA is best positioned to as-
sure that these scientists and experts are brought together, wheth-
er they come from Federal Government, State government or aca-
demia. There are few issues that are important to point out when
applying science. First, science sometimes can be misinterpreted by
people without sufficient expertise. In the area of food safety, a
range of different interpretations leading to different advice or
warnings in different States would be obviously problematic. The
benefit of a national uniformity approach is that it will bring the
best scientists together to address issues of public health signifi-
cance, thereby helping to determine how best to communicate to
consumers in all 50 States. Second, sometimes obtaining results via
the scientific process can take time and all the answers to our
questions may not be available as quickly as we want them to be.
In these cases, the Federal agencies, as well as the States, have the
authority and the capability to step in and protect the American
public. The proposed law includes an eminent hazard authority
that would retain the authority of the State’s health regulators to
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take protective actions on a local basis. Third, sometimes a safety
issue appears locally, not nationally but because we have a na-
tional food supply, an action taken locally may not help all con-
sumers. If there is a true safety issue, State authorities should
bring it to the attention of the Federal agencies so that it can be
confirmed and together, they can take a national approach to pro-
tect all U.S. consumers. The proposed law provides a process to es-
tablish national standards in order to protect all consumers, not
just some. Fourth, on occasion, the data will show that a safety
issue could truly be local and advice or warnings should be pro-
vided to consumers in that area. The proposed law recognizes this
and allows for an exemption from national uniformity when a safe-
ty issue is demonstrated to be unique to a specific State.

So Mr. Chairman, S.3128 would provide a national approach for
establishing food safety tolerances and warning label requirements
that are consistent in all 50 States. Incidentally, this objective is
also consistent with activities the U.S. Government has been en-
gaged in for international food standards. As I mentioned in my
opening statements, while at USDA, one of my responsibilities was
to represent the United States as a member Nation of the Codex
Alimentarius Commission. Allow me to quote very briefly from a
Codex document on the harmonization of food standards inter-
nationally to emphasize the value of national uniformity here in
the United States,

“With respect to the ever-increasing global market, in particular, the advan-
tages of having universally uniform food standards for the protection of con-
sumers are self evident.”

It is not surprising, therefore, that the agreement on the applica-
tion of sanitary and pseudo sanitary measures and the agreement
on technical barriers to trade both encourage the international har-
monization of food standards. As I think Senator Roberts said, it
would be ironic for us to be supporting harmonization internation-
ally and then here at home, allow and even encourage individual
States to impose their own labeling requirements. In closing, it is
incumbent upon those who are charged with protecting public
health to avail themselves with the best data, obtained with the
best scientific methodology and analyze using sound scientific prin-
ciples in order to provide consumers with the most accurate infor-
mation that can effectively reduce, if not eliminate, risks. Federal
agencies like the FDA are charged with such a mandate and are
best equipped to implement it on a nationwide basis in order to
protect the health of Americans and every one over 50 States. In
a world in which confusion and misinformation can provide either
a false sense of security or create unwarranted fears in consumers,
uniform tolerances and labeling requirements as provided by the
proposed bill simply makes sense. Thank you, Mr. Chairman.

[The prepared statement of Dr. Murano follows:]

PREPARED STATEMENT OF ELSA A. MURANO

My name is Dr. Elsa Murano, and I am the Dean of the College of Agriculture
and Life Sciences at Texas A&M University, the Director of the Texas Agricultural
Experiment Station, which is the agency in the State of Texas charged with con-
ducting research in agriculture and the life sciences, and the Vice Chancellor of Ag-
riculture for the Texas A&M University System. I am a food microbiologist by train-
ing, and hold a Masters and Ph.D. degree from Virginia Tech in Anaerobic Microbi-
ology and Food Science & Technology. During the 1990s, I was professor of food
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microbiology at Iowa State University and then at Texas A&M University, where
I taught and conducted research in food safety. I am very familiar with the scientific
process of arriving at solutions to problems in food safety, having published dozens
of peer-reviewed scientific papers, book chapters, and monographs. At Texas A&M,
I also served as Director of the Center for Food Safety, in charge of research in this
important area.

From 2001 to 2004, I served as Undersecretary for Food Safety at the U.S. De-
partment of Agriculture (USDA), where I was responsible for developing the policies
and programs implemented by the Food Safety and Inspection Service, or FSIS. This
public health Agency is charged with ensuring that the Nation’s commercial supply
of meat, poultry, and egg products is safe, wholesome, and correctly labeled and
packaged. This duty is not limited to domestically produced products, but it also ex-
tends to ensuring the same for products that are imported from other countries. As
Undersecretary for Food Safety, I was also responsible for representing the U.S.
Government at the Codex Alimentarius Commission, an international organization
created in 1963 by FAO and WHO which develops food standards, guidelines and
codes of practice to protect the health of consumers, ensure fair trade practices, and
promote coordination of all food standards at the international level.

As I mentioned, my experience in government was principally with USDA-regu-
lated products. However, having worked very closely with my counterpart, the Com-
missioner of the Food and Drug Administration (FDA), I can assure you that the
same principles we applied at USDA to ensure that the products we regulated were
safe, wholesome, and appropriately labeled, are also employed by FDA for the foods
they regulate.

S. 3128 would provide a national approach for establishing food safety tolerances
and inserting warning information on the labels and related materials for packaged
foods. The bill would thus assure a consistent approach to labeling information for
all 50 States. As others have pointed out, the proposed law is not a new concept—
national uniformity already exists for most of the U.S. food supply and many other
products. In fact, Congress has repeatedly established uniform requirements for nu-
trition labeling, allergen labeling, standards and labeling of meat and poultry prod-
ucts, prescription drugs, medical devices and pesticide tolerances. The laws under
which I operated as Undersecretary for Food Safety at USDA are a good example.
The Federal Meat Inspection Act states that:

“Marking, labeling, packaging, or ingredient requirements in addition to, or
different than, those made under this chapter may not be imposed by any State
or Territory or the District of Columbia with respect to articles prepared at any
establishment under inspection.” [21 U.S.C.§ 678]

Similarly, in the Poultry Products Inspection Act the Congress established uni-
formity in labeling:

“Marking, labeling, packaging, or ingredient requirements (or storage or han-
dling requirements found by the Secretary to unduly interfere with the free flow
of poultry products in commerce) in addition to, or different than, those made
under this chapter may not be imposed by any State or Territory or the District
of Columbia with respect to articles prepared at any official establishment in
accordance with the requirements under this chapter . . .”[21 U.S.C.§ 467¢]

As I mentioned before, Congress has on these and many previous occasions estab-
lished nationally uniform requirements for labeling, and with good reason. Uni-
formity in labeling would provide a consistent national approach to addressing food
safety issues and communicating effectively with American consumers important in-
formation to safeguard their health.

As mentioned previously, S.3128 focuses on food safety tolerances and warning
statements for packaged foods. The bill is designed to ensure that the public is pro-
tected and well-informed, without impacting the fundamental food safety laws at
the Federal or State level, or affecting any enforcement authority at the State or
Federal level. In fact, it is impressive to note just how much actual or de facto uni-
formity already exists between the FDA and the USDA and the State authorities
responsible for food safety. The proposed bill does not impact such uniformity at all.
For example, the FDA and the State Public Health Officials cooperate through the
National Conference on Interstate Milk Shipments to establish milk sanitation
standards and procedures for testing and evaluation, thus assuring the safety of the
Nation’s milk supply. FDA and the States cooperate similarly on seafood safety.
Similarly, FSIS cooperates with States that like to conduct their own inspections so
that the food safety systems they use are equivalent to those used by the Federal
agency.

Another area of cooperation between Federal agencies and their cooperation with
State and local food safety authorities is the Food Code. The FDA, the Centers for
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Disease Control and Prevention (CDC) and the USDA’s Food Safety and Inspection
Service (FSIS) have all contributed to the Food Code to make sure it addresses con-
trols for risk factors that the Government has identified as contributors to outbreaks
of food-borne illnesses, and includes actions designed to strengthen the inspection
process and improve food safety as product moves from the plant to the consumer.
The Food Code is updated regularly taking into account current science, emerging
food safety issues, and imminent health hazards related to food safety.
The Code provides food control authorities at all levels of government, a

“. . . scientifically sound technical and legal basis for regulating the retail and
food service segment of the industry (restaurants and grocery stores and institu-
tions such as nursing homes). Local, State, tribal, and Federal regulators use
the FDA Food Code as a model to develop or update their own food safety rules
and to be consistent with national food regulatory policy.” [http:/
www.cfsan.fda.gov/dms/foodcode.html#get05, accessed July 24, 2006.]

The Association of Food and Drug Officials (AFDO) has reported that 48 of the
56 States and territories—or 86 percent representing 79 percent of the U.S. popu-
lation—have adopted their own food codes modeled on the Food Code.

In fact, the Food Code was, and continues to be, very useful to USDA and its ef-
forts with State food safety authorities to assure a safe food supply, as it no doubt
is for FDA. In my opinion there is nothing in proposed S.3128 that would limit, re-
strict or compromise the Food Code or the State or territorial codes modeled on it.
Nor can I see anything that would impact FDA’s or USDA’s other cooperative food
safety programs with the States.

As a trained researcher, I understand how science can be used to determine the
true risk posed by food-borne hazards. As Undersecretary, I put this to use, apply-
ing the scientific principles of hazard analysis, epidemiology, risk assessment, and
statistical sampling in order to develop policies that would reduce the risk of ill-
nesses such as those caused by E. coli O157:H7, Listeria monocytogenes, among oth-
ers. As a result, the number of illnesses caused by these pathogens was reduced by
42 percent and 40 percent, respectively, as reported last year by the CDC.

In 2003, application of the scientific principle of risk assessment provided me with
the information I needed to develop science-based regulations that would virtually
eliminate the risk of exposure to the mad cow disease agent. This assessment, con-
ducted by Harvard University, showed that banning brain and spinal cord from ani-
mals older than 30 months from the food supply would present the greatest protec-
tion to human health. We quickly developed regulations that banned such materials.
A follow-up analysis conducted to determine the effect of our policies showed that
indeed, actions we took in 2003 virtually eliminated the risk of exposure to this
agent.

At USDA, our scientific experts worked very hard to develop both the underlying
data used in risk assessments, incorporating research from the entire scientific com-
munity, and the scientific models on which they are based. At the same time, they
continue to pursue measures designed to reduce acute and chronic risks to public
health. Establishing a uniform national system will put food safety in the hands of
the Nation’s top food scientists and food safety experts. Just like USDA, the FDA
is best positioned to assure that these scientists and experts are brought together,
whether they come from Federal Government, State Government, or academia.

As you have no doubt seen, science is not always absolutely certain or complete,
and as a result it can be interpreted differently by different people. In the area of
food safety a range of different interpretations, leading to different advice or warn-
ings in different States, is obviously problematic. The benefit of a national uni-
formity approach is that it will bring the best scientists together to address issues
of public health significance, thereby helping to determine how best to communicate
to consumers in all 50 States.

It is important to point out that simple warning statements may not always be
appropriate. Sometimes the science is complex and different population groups may
be affected differently than others, and sometimes an ineptly worded warning state-
ment could cause people to avoid certain foods and miss real benefits. This is an-
other reason why it is better to have safety issues thoroughly evaluated on a na-
tional basis before warning statements are considered.

Sometimes, obtaining results via the scientific process can take time and all the
answers to our questions may not be available as quickly as we want them to be.
In these cases, the Federal agencies as well as the States have the authority and
the capability to step in and protect the American public. The proposed law includes
an Imminent Hazard Authority that would retain the authority of the States’ health
regulators to take the same protective actions on a local basis.



35

In other instances, there may be preliminary results that may seem to contradict
existing data. In these cases, Federal agencies like FDA and USDA are best posi-
tioned to protect all consumers, given their significant resources, experience, and ex-
pertise that can be brought to bear in reviewing the entire body of scientific evi-
dence in order to issue food safety regulations that will actually protect public
health.

Sometimes a safety issue appears locally, not nationally. But because we have a
national food supply, an action taken locally may not help all consumers. If there
is a true safety issue, State authorities should bring it to the attention of the Fed-
eral agencies so that it can be confirmed and together they can take a national ap-
proach to protect all U.S. consumers. The proposed law provides a process to estab-
lish national standards in order to protect all consumers, not just some.

Similarly, on occasion, the data will show that a safety issue could truly be local,
and advice or a warning should be provided to consumers in that area. The proposed
law recognizes this and allows for an exemption from national uniformity when a
safety issue is demonstrated to be unique to a specific State.

Again, S.3128 would provide a national approach for establishing food safety tol-
erances and warning label requirements that are consistent in all 50 States. This
objective is also consistent with activities the U.S. Government has been engaged
in for international food standards. As I mentioned in my opening statements, while
at USDA one of my responsibilities was to represent the United States as a member
Nation of the Codex Alimentarius Commission. In establishing this international or-
ganization, the Food and Agriculture Organization, the World Health Organization,
and the member countries felt that

“. . . if all countries harmonized their food laws and adopted internationally
agreed standards, such issues would be dealt with naturally. Through harmoni-
zation, they envisaged fewer barriers to trade and fewer barriers to trade and
freer movement of food products among countries, which would be to the benefit
of farmers and their families and would also help to reduce hunger and poverty.
[Understanding the Codex Alimentarius, Rome, 2005 edition, p. 29]

The Codex, through the agreement of the participating countries, sets standards
with the dual purpose to assure consumer safety and to facilitate international trade
in food. These standards cover, among other topics, specific foods, food ingredients
and additives, food hygiene procedures, and food labeling.

Allow me to quote from a Codex document on the harmonization of food standards
internationally to emphasize the value of national uniformity here in the United
States:

With respect to the ever-increasing global market, in particular, the advan-
tages of having universally uniform food standards for the protection of con-
sumers are self-evident. It is not surprising, therefore, that the agreement on
the Application of Sanitary and Phytosanitary Measures (SPS Agreement) and
the Agreement on Technical Barriers to Trade (TBT Agreement) both encourage
the international harmonization of food Standards. [Understanding the Codex
Alimentarius, Rome, 2005 edition, Preface]

Codex has also commented on the potentially significant problems that may occur
if countries went their separate ways in setting standards and tolerances:

A principal concern of national governments is that food imported from other
countries should be safe and not jeopardize the health of consumers or pose a
threat to the health and safety of their animal and plant populations. Con-
sequently, governments of importing countries have introduced mandatory laws
and regulations to eliminate or minimize such threats. In the area of food, ani-
mal and plant control, these measures could be conducive to the creation of bar-
riers to intercountry food trade. [Understanding the Codex Alimentarius, Rome,
2005 edition, p. 29]

It would be ironic for us to be supporting harmonization internationally and then
here at home allowing, or even encouraging, individual States to impose their own
labeling requirements.

In closing, it is incumbent upon those who are charged with protecting public
health to avail themselves of the best data, obtained with the best scientific method-
ology, and analyzed using sound scientific principles, in order to provide consumers
with the most accurate information that can effectively reduce, if not eliminate,
risks. Federal agencies like FDA are charged with such a mandate, and are best
equipped to implement it on a nationwide basis, in order to protect the health of
Americans in every one of our 50 States. In a world in which confusion and misin-
formation can provide either a false sense of security, or create unwarranted fears
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in consumers, uniform tolerances and labeling requirements, as provided by the pro-
posed bill, simply make sense.

Senator BURR. Thank you, Dr. Murano.
Mr. Hubbard.

STATEMENT OF WILLIAM K. HUBBARD, FORMER ASSOCIATE
COMMISSIONER FOR POLICY, FOOD AND DRUG ADMINIS-
TRATION, CHAPEL HILL, NC

Mr. HUBBARD. Thank you, Mr. Chairman.

Senator BURR. Push the button, Bill.

Mr. HUBBARD. Thank you, Mr. Chairman. I have submitted writ-
ten testimony, which I will not, in the interest of time, read. I'll
just make a few brief remarks, if I may. I cannot speak formally
for the FDA, as you know I have been retired, but I think I can
give you some of the viewpoints from the point of view of the FDA.
If I slip up and say we in talking about the FDA, please forgive
me as old habits die hard.

Uniformity is a word to go and I would like to say more about
that. Let me divide my comments up into three points. The premise
behind the bill, interpretation of the bill and the effects of the bill
and various implementation by the FDA of the bill. First of all, the
premise, as you know, is that uniformity does not exist and the
conflicts are rampant. The States and the FDA are very good part-
ners and they’ve worked closely together over the years to develop
a relatively seamless food safety enforcement system that I believe
works very well. There, in fact, is great consistency now and incon-
sistencies—they have arisen, I think, have been relatively minor
and generally get resolved by scientists working out the issues. In
fact, in my 20 years of working on this issue, I've never had a con-
sumer tell me he was confused by State labels that differ from Fed-
eral or I've never gotten a letter. The industry has often said that
and I think that there are specific examples of where particular
companies have had a problem and we heard one today but there
has been very little evidence of a negative impact, is my view. I
served on the Regan panel that looked extensively at this. I think
they, in fact, weren’t assigned the kind of inconsistency the indus-
try alleged and after a very lengthy study, concluded that there
just wasn’t the sort of impact that was being alleged. That was re-
peated again in the Bush administration, repeated again in the
Clinton administration. There has just been no adverse impact at
the level that I think people often say. And the conclusion of all
of these public officials over the years is that there has not been
an adverse effect, impact and the action should be taken only if a
serious problem does emerge. So to some extent, Mr. Chairman, I
feel that this is a bill with a solution in search of a problem.

Only—pushed the bill into effect so I will not at all go into the
provisions of the bill. There is voluminous documentation that I
hope you've not attempted to read about all of these points that
have been made today, between the industry and the opposing
groups. They are obviously opposed. I think the fact that you have
a consensus among State Attorneys General, Food and Drug offi-
cials in the States, consumer interest groups, that this will have
very negative impacts. I think it is something to listen to. But I am
particularly concerned that there are vast differences of opinion
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about what the language even does or what it means and that—
intent of Congress before this bill proceeds. Please don’t raise this
ambiguity that clearly exists between the competing parties. Nail
all of the FDA scientists or the courts. I would beg you to look very
closely at the differences of opinion and try to get those resolved
because they are diametrically opposed and someone is right or
someone is wrong or there is truth in the middle and I don’t know
which is which.

Last, I don’t believe the FDA can implement this bill, Mr. Chair-
man. The food program of the FDA has undergone tremendous
budget cuts in recent years. They've gone from being able to do
35,000 inspections of food facilities in 1972 to perhaps 5,000 today.
When Proposition 65 was enacted, there were perhaps 100,000 im-
ports of food coming to the United States. There will soon be 10
million coming into the United States. You took the lead on a very
important bioterrorism bill that included a registration provision.
FDA now has 200,000 registrants domestically and perhaps an-
other 100,000 foreign. That’s 300,000 food firms that they should
be looking at and they can look at 5,000 a year. So to put on that
system an additional burden of taking on State responsibilities, I
am very concerned about. The FDA headquarters’ staff that want
to do this work, if this bill passes, has been reduced by 10 percent
in just the last 2 years and is going down further. Overall, the food
program at FDA, which includes—has lost hundreds of people since
1903 alone, at a time in which the Congress is saying worry more
about bioterrorism. Be more active. I am very concerned about
that. The program is weaker than at any time since the 1960s and
the President’s budget commands FDA to further reduce the food
safety effort and put it over into terrorism, a worthy goal. But Dr.
Murano mentions that the meat program has preemption. I think
if the FDA got nine times more staff, as USDA does, including
stackers, I think they would be very willing to say to you, we can
do it now. But I don’t think that’s in the cards. When you've got
an agency that has such pervasive regulatory influence over a prob-
lem such as the meat program or when you take a food label in
the FDA, preemption, I believe, is appropriate because you have an
area where the States will not inflate and the Federal Government
came in to no votes and took control and I think that is a good
idea. In the case of food safety, the States were doing this long be-
fore the FDA was created.

Last, I'll point out this petition process. Mr. Hutt may be right
but certainly the Congressional Budget Office says there will be
many petitions. I must tell you that the call petition process of the
FDA is broken. They have a backlog of over 200 petitions now. Last
year, they were able to get nine done. The backlog actually grows
every year. If S.3128 passes, the FDA can’t implement it, Mr.
Chairman. They cannot do it. If the CEO is correct and they’ll get
200 petitions, virtually the entire food headquarters staff will drop
everything else and do nothing but review these petitions. If the
food industry is right, that there will be 300 of these petitions, they
will drop everything and do nothing but this and still fail and of
course, this is not a subjective determination. I can tell you objec-
tively, they will fail massively in implementing a bill like this or
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they will be forced to simply tell you no, we can’t do it and to stand
there and do nothing.

Either way, that is a very bad outcome for the public health and
for the agency. So, in sum, Mr. Chairman, while consistency is a
worthy goal, I think the bill appears to be unjustified by the cur-
rent circumstances. It is lacking clarity about its extent and effects
as we see from these differing opinions and I truly believe, Mr.
Chairman, that it is impossible to regionally implement by the
FDA under current circumstances and current resource levels.
Thank you for your attention.

[The prepared statement of Mr. Hubbard follows:]

PREPARED STATEMENT OF WILLIAM K. HUBBARD

Thank you, Mr. Chairman, for inviting me to present views today on S.3128, The
National Uniformity for Food Act of 2006. I am William K. Hubbard, and until re-
cently was an official of the Food and Drug Administration. I retired in 2005 after
33 years of Federal service, the last 14 of which were as an Associate Commissioner
at the FDA. The issue of national uniformity for food safety laws was one in which
I was involved repeatedly over the years, as successive Presidential Administrations
sought FDA advice when they examined this issue.

Let me begin by observing that protecting citizens from unsafe food is a quin-
tessential governmental function. Even before the creation of the United States, in-
dividual States (then colonies) were establishing laws protecting the public from
hazards that could be intentionally or mistakenly placed in food sold in the market-
place. That role grew as commerce in food expanded, until, a century ago, in 1906,
Congress determined that a Federal food safety role should be established as well,
in the forms we know today as the Food and Drug Administration and the Agri-
culture Department’s meat inspection program. With this addition of a Federal food
safety structure, State and Federal food safety officials have become closely allied
partners in protecting our citizens from unsafe food—sharing scientific data about
potential risks to foods, cooperating on inspecting food manufacturing facilities, re-
sponding to outbreaks of foodborne illness, removing hazardous food from the mar-
ket, imd devising similar regulatory structures for overseeing the safety of the food
supply.

Together, State and Federal health officials have developed a modern, science-
based infrastructure that, along with the hard work and dedication to high stand-
ards of food producers, has given Americans a food supply of unparalleled abun-
dance, affordability, quality, nutritional variety, and safety. There is no doubt that
this system has served the Nation well, and that State and Federal food safety pro-
grams have not only co-existed, but have evolved to protect our citizens using essen-
tially the same scientific standards, regulatory mechanisms and statutory con-
structs. Indeed, most States, in an effort to harmonize with the judgment of Con-
gress, have enacted food and drug laws identical or quite similar to the provisions
of the Food, Drug and Cosmetic Act (the principal source of FDA’s food safety au-
thority). There have, over the years, been occasional instances in which FDA and
State determination about product safety (and their concomitant public warnings)
have differed. But those instances have been relatively rare, and generally have
been worked out amicably among the scientists involved. There certainly has not
been the sort of mass conflict and confusion that would warrant a fundamental un-
dermining of the strong Federal/State partnership that currently exists. And the
States have served the valuable function at times of being the first to identify a
health risk and, through their actions to protect their own citizens, have alerted the
FDA, so that it could extend such protections nationally.

The issue before the committee today, of course, is whether Congress should pre-
empt the laws of the States, in deference to the regulatory role of the FDA. There
are certainly examples where Congress has done so. For example, USDA has meat
inspectors in every slaughterhouse while that facility is processing meat, and a sep-
arate State function would be redundant. When Congress required all foods to bear
nutrition labeling in 1990, it judged that a single Federal standard was appropriate,
as the States had no separate nutritional labeling requirements at that time and
FDA was authorized to create a strong, enforceable national standard. Most re-
cently, Congress established standards for labeling the 8 major food allergens, and
gave those preemptive effect.
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However, in the case of contaminants in the food supply, Congress has never done
so, and the circumstances are much different. The States’ role in protecting against
adulterated foods long pre-dates the creation of the FDA, and the FDA’s ability to
adequately oversee such potential threats to the food supply is inadequate today and
growing weaker each year. So it is ironic that at this time Congress would be con-
sidering legislation that would remove a valuable food safety tool, and perhaps pro-
vide incentives to further weaken FDA. Let me explain the basis for those conclu-
sions.

In 1972, FDA’s food program constituted approximately one-half of the FDA’s ef-
forts, in terms of the agency’s resource allocation. Today, it is about one-quarter,
even though FDA has little more staff than it had in the 1970s. Likewise, 34 years
ago, FDA conducted 35,000 inspections of food manufacturing facilities. This year,
they will do perhaps 5,000. The volume of food imports from overseas is approaching
10 million per year, and the number that FDA inspectors physically examine is in
the single digit thousands—making it virtually certain that any given food shipment
will enter the United States with no FDA inspection. I could provide many more
similar statistics, all of which paint a picture of an FDA regulatory structure that
is under-resourced, under-staffed, and essentially incapable of meeting the growing
demands to oversee food production, food additives, cosmetics, dietary supplements,
nutrition labeling, foods produced from biotechnology, foodborne disease outbreaks,
dangerous new pathogens that infect food, pesticides, and the many other respon-
sibilities of that program. And, most recently, the President has proposed diverting
traditional food safety resources toward protecting the Nation against terrorism
threats to the food supply—a worthy effort, but one that will force FDA to rely even
more on State food safety efforts.

Yet S.3128, in the name of “uniformity,” would remove FDA’s partner in pro-
tecting against food adulteration, and throw even more responsibilities at the agen-
cy—in effect, moving problem solving from a source that has proven to be an effec-
tive complement to Federal authorities to one that cannot accept more responsibility
and will thus be ineffective. Further, because the States’ ability to deter adulterated
foods would be weakened, and with FDA the only alternative, producers of food
about which safety concerns have been raised would have incentives to maintain a
weak FDA.

FDA'’s resource shortfalls beg for a focus on the mechanism embodied in S.3128
to permit the States to act against adulterated food. The bill would create a petition
process whereby a State wishing to maintain an existing standard, or create a new
one, would petition FDA either for an exemption from preemption or to create a uni-
form, national standard. This provision is simply impracticable. First, FDA has
shown demonstrably that resource constraints prevent it from processing the flow
of citizen petitions that it currently receives. In fact, the agency slips further behind
each year in its handling of citizen petitions; there is now a backlog of over 200 cit-
izen petitions in the queue for response in the food program alone, many dating
back several years; and that program managed to respond to only 9 petitions in all
of 2005. Adding yet another flood of petitions to this already-overwhelmed system
would merely build in additional failure.

But I can describe an even more dismal prospect regarding FDA’s ability to re-
spond to the petitions envisioned by S.3128. The Congressional Budget Office as-
sumes that FDA will receive at least 200 State petitions during the first year after
the bill’s enactment, and that it will cost $400,000 to review each petition. So FDA
would be required to spend $80 million to answer those petitions—for no discernible
public health gain. Mr. Chairman, the entire budget for salaries and expenses of the
scientists in FDA’s headquarters food program is under $100 million, so this bill,
if enacted, would essentially mean that the food program would need to cease all
other functions except for the review of State petitions, if it were to make a sincere
effort to comply with Congress’s charge. If the industry’s prediction, that FDA would
receive over 300 petitions from California alone, is correct, the effort to address the
petitions would require more resources than the agency’s food program possesses,
meaning that FDA could not accomplish the goal even if ALL food headquarters
staff were assigned only to petition review. Or, if FDA chose not to engage in this
decimation of the agency’s food safety programs, it could be forced to basically ig-
nore the statute, thus setting the stage for great confusion, potentially endless law-
suits, and a vacuum in both State and Federal protection against food adulterants.

I would add that it is very unclear what the bill preempts. The dispute between
the food industry and others—whether the State Attorneys General, State food safe-
ty officials, or the Center for Science in the Public Interest—about the number of
laws preempted is a good indicator of that ambiguity. There is a very real question
whether most State enforcement actions will be met with a rejoinder that the action
is preempted by this bill. Resolving such disputes through the courts will add sig-
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nificantly to State enforcement costs and inevitably reduce the volume of enforce-
mentlthi States can undertake. Obviously, FDA will not have resources to take up
any slack.

The bill does not give preemptive effect only to requirements imposed by FDA by
regulation. Instead, it appears to completely eliminate State safety notifications,
whether the FDA has acted or not. In terms of enforcing State safety standards
themselves, the bill starts at the top, broadly preempting State safety requirements
unless they are identical to Federal requirements. It then allows States to enforce
only those State requirements that are identical to existing FDA requirements, or
even guidances, which are non-binding FDA advisories to industry. Localities, such
as New York City, are apparently preempted from enforcing their own require-
ments. While preemption focused on circumstances when FDA has made a well-
reasoned determination can make sense, it is difficult to see a problem that supports
such a broad preemption. Further, the bill would not require that FDA step in (even
if it had the resources) and replace State and local laws that might be necessary,
further exacerbating the vacuum in safety oversight that the bill would create.

In conclusion, Mr. Chairman, when a well resourced FDA has been able to exam-
ine a potential health risk in food, bringing to bear the best scientific data and ana-
lytical ability, and resulting in the establishment of a reasoned determination—
whether to bless a substance’s safety, to require safety warnings to consumers, or
to ban the substance—it would be reasonable to consider whether that determina-
tion should be dispositive for the entire Nation, and whether States should second
guess such a carefully reasoned disposition. However, until and unless FDA is given
the resources and ability to deal with any and all questions about the safety of food
constituents, I believe that the existing Federal/State cooperative relationship has
passed the test of time in its effectiveness and ability to work together to protect
our citizenry. Not only does the current system work well, but there is little evi-
dence of a problem now that would justify the broad preemption envisioned by the
bill, and no reason to believe that there will be a problem in the future. The vast
majority of State attorneys general agree with that conclusion, as do the States’ food
and drug officials, and virtually all consumer interest groups. That practical con-
sensus of opposition to S.3128 should be seen as a significant cautionary message
about this bill. Adding in FDA’s absolute inability to implement this bill in any rea-
sonable fashion should raise those caution flags even higher.

Thank you for giving me the opportunity to comment on this important matter.

Senator BURR. Bill, thank you. It is the intent of the Chair to
recognize the Senator from Georgia first for questions but let me
say, from 1995 to 1997, the FDA, as we worked on FDA moderniza-
tion, said we can’t absorb that type of change. Well, we did it and
we went from, I believe, eight applications approved in 1997 to 81
in 1998. What we found was that sometimes when you find a sys-
tem that is broken, our responsibility is to fix it. I don’t think that
is a suggestion that we didn’t take on FDA modernization or that
the FDA shouldn’t exercise what is their mission and their respon-
sibility as it relates to food safety. I think that if there is one indi-
vidual and certainly we have one today, it’s probably fairly easy for
Mr. Stadtlander to say, “You know, it’s not worth selling cereal in
California. I'm just going to pull the damn thing off the shelf.” But
it’s not just losing $70,000—-$80,000 worth of revenue. In his case,
it is a multi-million dollar lawsuit that he has to defend, so to sug-
gest that there is not an impact, I think, is to ignore what’s going
on. We've got ample time with the few members that are here to
explore a number of different areas and I'll take the opportunity to
do that with all of you. But I do want to recognize the Senator from
Georgia first, for a line of questions.

Senator ISAKSON. Well, thank you, Senator Burr and I apologize
to the panelists for missing your live testimony but I had to go cast
a vote in the Small Business committee. My experience in the pri-
vate sector is not with the processing of food. I was in the construc-
tion and housing industry. By California standards, caused prob-
lematic issues even in that because California would have a stand-



41

ard, for example, in terms of suspended particles in the air and
you'd get a lawsuit going and somebody would go find the Cali-
fornia standard and you’d get sued in Georgia for not meeting a
California standard even though it didn’t apply because it was by
that State. So it cost me and I got involved in one of those one
time, it caused me to think of a few things and Mr. Hutt, again
I apologize. I didn’t hear your testimony but you're an attorney and
I'm assuming that when you have a variety of different standards
or an inconsistency of standards nationwide, that the practical ef-
fect of those inconsistencies for the mass producer of almost any
product ends up being a lot of litigation. Is that correct or am I
wrong?

Mr. HUTT. You have only two options. Either you meet the tough-
est standard in the entire Nation or yes, you are subject to numer-
ous lawsuits.

Senator ISAKSON. Mr. Stadtlander, I read part of your testimony
with regard to the product, Wheatena?

Mr. STADTLANDER. Yes, right.

Senator ISAKSON. OK. And you produce your product uniformly,
I guess, at a production facility, is that correct?

Mr. STADTLANDER. Yes, sir.

Senator ISAKSON. So, in the case of this product, because of the
Acrylamide or whatever that element was, you then, because of the
California standard, just not sell in California? Or do you have to
go into a separate processing facility or labeling facility? Tell me
how you deal with that.

Mr. STADTLANDER. Wheatena, as well as 40 percent of the food
that people in this room consume, would have Acrylamide as a by-
product, so it is impossible to sell these products without having
Acrylamide because it is a byproduct of toasting. Otherwise, you’d
be eating raw wheat or oats. As soon as you cook them—and it can
be cooked at home, it doesn’t need to be done by a manufacturer—
you end up with Acrylamide. So the first answer to your question,
it is impossible for the vast majority, 40 percent of what you're eat-
ing, to remove Acrylamide. That’s the first thing. So the options are
warning people on 40 percent of the food supply, that it may cause
cancer, negating or confusing consumers when the Federal Govern-
ment is saying I may reduce the risk of cancer because of high fiber
content. So this package, to conform to California law, would say,
may reduce the risk of cancer, Federal law and may cause cancer,
California law. That’s what I would be selling on the marketplace.
It doesn’t work that way. The other thing is, in terms of California
saying this works, the 40 percent of the food supply that so-called
may cause cancer because of Acrylamide, which is strictly Cali-
fornia—the rest of the world has reviewed this and no one is com-
ing to that conclusion of warning people on food supply. You end
up with suits. So the suit I'm involved in right now, is the law firm
says, we're suing because you didn’t warn consumers. If you give
me $250,000, T'll go away. I'm saying I'm not doing it. I'm selling
a healthy product so California is still to be resolved because the
40 percent of the food supply that has Acrylamide is not warning
consumers today that it may cause cancer. That’s why the court is
backed up with suits because manufacturers are saying, I can’t re-
move it and I'm not going to label it or I can’t label it strictly for
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the State of California and 49 other States are going to have a can-
cer warning on my product. Manufacturers are not going to do
that.

Senator ISAKSON. So Acrylamide is a natural occurring element
we cannot control?

Mr. STADTLANDER. Exactly right, including if you toasted some-
thing at home. So it’s not just manufacturers. I'm saying what
you’d be doing is not selling ovens any more because you create Ac-
rylamide anytime you’d put a starch product in your cooking facil-
ity.

Mr. HUTT. And that’s not the only instance of naturally occurring
substances that the California Proposition 65 applies to. There are
suits on mercury in fish, which is naturally occurring, the lead in
calcium, which is naturally occurring, the cancer-causing sub-
stances every time you grill a steak, charcoal broiled steak, every
one in the country produces carcinogens and there are lawsuits on
that. There is no end to this type of litigation in California.

Senator ISAKSON. Well, that was the reason. And again, I'm sorry
I missed both of your testimony but the reason I brought the ques-
tion up was because in my private life, my experience is that when
you have a lack of uniformity, all you do is open up people who are
doing good things in honorable businesses to be in court all the
time, spending their money trying to defend something. But in the
case of this, you couldn’t have had any control over it anyway. Dr.
Murano, I'm sorry I missed your testimony but which side do you
come down on as the distinguished Head of the College of Agri-
culture, I think that is correct.

Dr. MURANO. Yes, sir. Well, as a scientist I have to tell you that
you've got to use science in order to make the best decisions pos-
sible when it comes to food safety, for sure and to simply say that
because there is a certain substance or ingredient in a food that
may cause adverse effects, that that warrants a label, is irrespon-
sible because as I think the gentleman at the other table said,
there are so many foods that contain naturally occurring sub-
stances that, given enough of a dose, perhaps will make an adverse
effect but yet the doses that we’re exposed to, science has not
shown to cause any adverse effect. It makes absolutely no sense
and frankly affects the credibility of whatever agency requires such
a label to be put on there because consumers will soon realize that
if there is a warning on everything, because everything basically
has a component that potentially could be harmful if consumed in
high enough levels, then it ceases to have an impact. The credi-
bility of the agency is compromised and frankly, as I was men-
tioning in my testimony, on the international arena, we have to
abide by good, sound science because if we don’t, we’re surely prone
to be accused by other countries of setting up false trade barriers
because we’re not basing them on science.

Senator ISAKSON. Thank you and I know my time is up but I did
want to ask one question, Mr. Hubbard. Mr. Hubbard, do you think
the FDA does a good job with the drug industry?

Mr. HUBBARD. Actually I do. I think it is a very good job. Con-
gress has given the FDA pervasive regulatory authority over drugs
to oversee their testing, their approval and the manufacturing and
marketing. In fact, when California has attempted to step into the



43

drug area, the FDA has been assertive in saying, “Do not put a
warning label on these products because we know these products
better than you do.” And we have tangled with them and we have
prevailed. The problem here is that on the third side, you have a
much less pervasive authority, much weaker program, much less
information and the FDA has relied traditionally upon the States
to be a strong partner in protecting the public against unsafe foods.

Senator ISAKSON. But I would assume that if the FDA had the
authority over food like it has over drugs, they could do a good job.

Mr. HUBBARD. Whenever we have made a sound determination
based on good science, about the safety of a product, whether to
leave it on the market, take it off the market or label it, we have
stood by that and we have told States, do not come up with a dif-
ferent answer. We have brought the science to bear and made the
decisions and I said, we've tangle with California on this and I
think we’ve prevailed. Generally we work it out in a scientist to sci-
entist fashion. A few times we literally had to threaten them but
those are occasions when FDA had the scientific leadership on the
issue. That was not necessarily the case here. If I could comment
on the Acrylamide, if I may. Acrylamide is really an example of
both points of view. Acrylamide came as a surprise to the whole
world for its safety risk in 2002. People have been screaming to un-
derstand what it means and the fact that the consensus said high
levels of Acrylamide might cause cancer. However, it is in many,
many of our foods and FDA has been trying to say to the industry,
let’s get it out but give them time. Let’s don’t scare people that
there is an immediate risk. California has done a similar thing.
They have stayed their rulemaking to give folks the time to under-
stand that. Mr. Stadtlander is a victim of thing called a bounty
hunter, which is a human provision they have in California which
a trial lawyer can go to court on its own. I certainly hope person-
ally that a judge will say, to the various food safety authorities who
are looking at this, Mr. Stadtlander should not be punished be-
cause it is in many, many foods and you should not be singled out
because his product has Acrylamide when so many others do. I will
say, however, California put Acrylamide on their cancer warning
list in the late 1980s so they kind of got there first and he, I think,
started marketing his product many years later. But again, I don’t
want to defend the bounty hunter provision. There are some poten-
tial issues there that I think would be fair for you to look at.

Senator ISAKSON. You ought to send that testimony to your law-
yer. I think it will help. Thank you, Mr. Chairman.

Senator BURR. I'm not so sure anything will help short of the
amount of money youre going to have to pay your lawyer to hope-
fully get to a reasonable judge on the bench that makes a deter-
mination this shouldn’t go forward. Unfortunately at the end of the
day, it’s going to cost you a lot of money. Without objection, I would
ask that the entire testimonies of all of our witnesses be put into
the record. It is my intent to share whatever time with my col-
league from Georgia and if we’re joined by any other member, to
also include them. And I'm going to attempt to work my way down
the line, if I can, and try to help enlighten us on not only what the
current law is, what the language in this bill says, and how it af-
fects current law, be it Proposition 65 or anything else. Let me ask
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you, Mr. Stadtlander, has any other State raised an issue, other
than California, on Wheatena?

Mr. STADTLANDER. No.

Senator BURR. Would it be possible to make a Wheatena box
with a warning label just for California sales or does that, over and
above the fact that you'd be saying contradictory things—lessen the
chance of cancer and contributes to cancer—what does that chal-
lenge you to do in your distribution process?

Mr. STADTLANDER. From a commercial standpoint, it is virtually
impossible if you’re selling—basically, I'm selling in 50 different
States. For me to have a separate label specifically for California,
the chains that I sell through, people like Kroger, et cetera, have
warehouses where they pull from for different States. They have
diverters that buy product and move it across the country, so to
have a label specifically for California would be, I don’t want to say
impossible, but extremely difficult, in the same way that chains,
like the Krogers of the world, who normally would take a product
in and distribute to all Krogers, so that would be one challenge. If
you had a separate product for the State of California, and they or-
dered that separately, you would then still have confusion because
what you would need is, the chains that specifically say this store
is getting this product and that store is not going to get this prod-
uct. So from a practical standpoint, it is impractical to virtually im-
possible to control that.

Senator BURR. You actually described a process though, where a
stock person in a chain grocery store could, in fact, have two boxes,
one marked for California and one marked for the other 49. A min-
imum wage worker may make a mistake and put on the shelves
in California through a distribution truck, a box not labeled for
California and you as a company would then be liable not by a
bounty hunter but by the State, once the State promulgated those
rules, even if you were well-intentioned to do that, that could hap-
pen to you?

Mr. STADTLANDER. Yes.

Senator BURR. Mr. Hutt, is Mr. Stadtlander alone?

Mr. HutrT. He is not alone.

Senator BURR. The only one in the country that has got this
problem?

Mr. HUTT. The entire food industry is endangered here because
as he pointed out, you can’t eliminate, based on current science, Ac-
rylamide from food and unfortunately, if Bill Hubbard were run-
ning California, we would have no problem but he’s not. And the
people who he deals—or used to deal with in the California govern-
ment agency, are not the people who are running this show. It’s the
attorney general who has political ambitions to go higher and it’s
the bounty hunters who have an enormous economic stake here.
They’ve been earning millions of dollars based on this litigation. If
you take a look at all the food products involved, let’s talk about
mercury in fish, which as I already pointed out, is naturally occur-
ring.

Senator BURR. Could you also, as you talk about mercury in fish,
take us through the most current court case that manufacturers
challenged and won?
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Mr. HuTT. I'd be happy to do that. The court in California turned
back the case that was brought again by the State—not by a boun-
ty hunter but by the State of California. It was masterminded by
the office of the Attorney General and the court said on three sepa-
rate grounds, that the State of California’s mercury level for fish
was wrong. First they said it was not backed up by sound science.
Second, they said—and in fact, what they said was that the State
scientific witnesses had no scientific credibility. It was a remark-
able opinion in that respect. Second, they said that deference
should be given, under the Doctrine of Primary Jurisdiction, to the
views of the FDA because the FDA thoroughly opposed the way
that California was trying to bring that case. And finally, they said
that the mercury was naturally occurring. It wasn’t put in there by
humans. Mercury is prevalent throughout the environment and
thus, for those three reasons, the court threw out the California
case. Now, the same might happen with Acrylamide. But Bill is
going to have to pay millions of dollars if he wants to litigate that
case in California. The same, presumably I hope would happen,
with regard to benzthanrozine and other carcinogens in steak, in
chicken and in any other cooked meat, we don’t need a warning on
every piece of meat in California. That is not—I'm sure Dr.
Murano, you would agree with that, from your experience at
USDA. So we're talking about the entire food industry being at risk
here. If Bill Hubbard could negotiate with the State officials on a
science basis, none of this would have occurred.

Senator BURR. Do you think the lawsuits that truly do come out
of Prop 65 have peaked or are we going to see a continuation of
a climb in lawsuits?

Mr. Hutrt. Well, I'm afraid that my profession, other members of
my profession—I'm not a trial lawyer—have found a gold mine in
California and I don’t think they will stop.

Senator BURR. Senator Feinstein, in her comments, talked about
bioterrorism. Would S. 3128 impair the ability of a State to take ac-
tion in the case of food bioterrorism, in your estimation, or any
other food safety emergency?

Mr. HUTT. There are two provisions in the law that make it clear
that it would not, in any way, impede the State. The first provision
says that the bill cannot go into effect at all unless the Department
of Homeland Security certifies to the Department of Health and
Human Services, that there would be no impairment of bioter-
rorism protection. That’s the first provision. The second one author-
izes any State to act in the event of an emergency, an imminent
?azard to health so that bioterrorism is covered fully in this legis-
ation.

Senator BURR. One additional question, if I could. The Center for
Science in the Public Interest released a study that concluded that
nearly 200 State laws would be affected by the National Uniformity
legislation. Do you agree with their conclusions?

Mr. HuTT. Well, their conclusions, as I testified earlier, are just
dead wrong. They do not read the legislation. For example, the
sanitation—I’ll just give one example—the sanitation provisions of
the Federal Food, Drug and Cosmetic Act under which restaurants
and shellfish and milk—those three are regulated. Those are not
covered by national uniformity but CSPI keeps saying, knowing
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that it is untrue, that they are covered. Even if you take a look,
for example, at the history of these three types of regulatory pro-
grams, the Milk Program that was begun 1923 by the Public
Health Service, the National Shellfish Program that started in
1925 and the third one, the restaurants, in 1935. They are author-
ized under the Public Health Service Act. They are not even con-
ducted under the Federal Food, Drug and Cosmetic Act and they
are not subject in any way, shape or manner, to any form of na-
tional uniformity, under this legislation. The legislative history is
clear and indeed, the statute or the bill, is clear. I agree with Bill
Hubbard. The legislation should be clear. I don’t know how it could
be made any clearer.

Senator BURR. Thank you. Thank you for that and I think we all
agree that we should require more people to actually read the legis-
lation before they comment on the contents and the effects of the
legislation. Dr. Murano, has uniform regulation of products under
the USDA been a good thing?

Dr. MURANO. It has been a great thing. It’s been great when we
were faced with outbreaks of food-borne illness, the E. coli in
undercooked hamburger meat, for example, because we were able
to very, very quickly, as we developed policies that could be enacted
nationwide without any obstacles to really getting that imple-
mented as quickly as one could. When we, for example, imple-
mented some new policies regarding ways to avoid exposure to the
Mad Cow Disease agent and we put policy that removed certain
high-risk materials from the food supply, again having that author-
ity to do it nationwide by virtue of one piece of regulation, gave us
a tremendous advantage because we were able to not only protect
the public’s health, which is uppermost in our consideration but
also had the credibility worldwide that what we were doing was
going to be implemented nationwide and was going to be backed up
and it was backed up by scientific studies, risk assessments that
were conducted by Harvard University that had been shown, now
most recently by a further study of the impact of our regulation to
have been the most significant thing we could have done to prevent
1(?lxp(l)s}lllre to the Mad Cow Disease agent and protect the public’s

ealth.

Senator BURR. Do you feel that there is enough evidence-based
sci?ence behind the food-related activities in California’s Proposition
657

Dr. MURrANO. If we take, for example, the Acrylamide question,
since that is the one that affects the discussion here this morning
as a good example, there is evidence certainly that Acrylamide may
cause cancer. It has been shown to do so in laboratory animals. But
the levels at which Acrylamide is naturally found in all the many
foods that have been mentioned already, including good coffee by
the way, so if you had coffee this morning, you consumed a little
bit of Acrylamide but what is a little bit? A little bit, we’re talking
about microgram amounts and even less than that and the sci-
entific evidence is just not there to support any claim of that being
a hazard to human health at all whatsoever. So the question here
is, if you have a substance in a food, naturally occurring or other-
wise—what science does for us is it permits us to figure out what
is the dose, the exposure level that will cause a detrimental effect
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and if that exposure level is not met because the amounts are so
well below that tolerance level, then it is not a hazard to human
health and it is misinformation to put a warning on a product sim-
ply because there is the presence of a certain amount. If it is below
a tolerance level, if it is below a level that has been shown to cause
deleterious effects, then it is not a hazard, by definition, by sci-
entific definition.

Mr. Chairman, I just wanted to add something somewhat unre-
lated to your question—and I feel compelled to do so because my
colleague is formally from FDA as I am formally with the USDA—
I wanted to point out when I was Undersecretary, I worked very
closely with the Commissioner of FDA to make sure that if the
FDA needed help or assistance—for example, in conducting inspec-
tions or any other function that our inspection force could help
them with—they could deputize our inspectors to do so. There are
Federal agencies that work for the good of public health and we
work together and we have a Memorandum of Understanding and
other agreements in order to be able to maximize the resources
that we are both given. So I feel certain that if this legislation be-
comes law that the resources of the Federal Government would be
put to use and in fact, if FDA needed assistance from other agen-
cies, those agencies would certainly assist them.

Mr. HUBBARD. Mr. Chairman, if it is not tomorrow, in fact, Mr.
Burr’s bioterrorism bill of a couple years ago did in fact do that.
It gave FDA the authority to deputize and that is working very
well and I think everyone is appreciative of your leadership on
that.

Senator BURR. Thank you for that. I'm curious and I should
know the answer to this but all of the products that might resem-
ble yours, from the standpoint of makeup and crackers and other
things, do they all have to have that warning or is there a thresh-
old that you hit from the standpoint of what California set as a tol-
erance, that they haven’t?

Mr. STADTLANDER. There is no threshold in California at this
point in time. So any amount.

Senator BURR. So technically—and I trust you—you are a micro-
biologist. You've got Acrylamide in coffee. Does coffee have to have
a label in California that says may cause cancer?

Mr. HuTT. Yes.

Senator BURR. All coffee does?

Mr. HUTT. Yes.

Senator BURR. Does wine have any in it?

[Laughter]

Mr. HutT. No, but I will—I'm glad you brought up that issue be-
cause of the concern expressed by the two Senators from California
about lead in candy and various other—pottery, etcetera. What
they failed to point out is that California is the only State that has
a law that explicitly allows lead foil for closures of wine.

Senator BURR. Interesting. At this time, I ask unanimous con-
sent. I'm going to enter into the record a chart that shows for 2005,
the Prop 65 settlement dollars paid in private cases, a total of $56
million and the breakout of the attorney fees from that, which is
$38 million. I think it is only appropriate to have that in the
record, matched with civil penalties, $5,300,000.
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[The previously referred to information follows:]

Proposition 65 Benefits Private Attorneys, Not the Public

Prop. 65 settle-
et dalrs S e
paid |r(|_pr:vatte Attorneys’ fees attorneys’ fees* Civil penalties
incl. at-
Cfosrenseys’ fees) [In percent]
2000 $9,030,974 $5,675,457 63% $590,712
2001 7,584,034 4,704,800 62 559,875
2002 6,443,808 3,676,455 57 325,015
2003 8,090,248 5,290,940 65 566,300
2004 15,385,638 12,656,669 82 1,857,508
2005 9,892,989 6,145,768 62 1,414,800
6-year Total $56,427,691 $38,150,089 $5,314,210
6-year Average $9.404,615 $6,358,348 65% $885,702

*In addition to attorneys’ fees, “Prop. 65 settlement dollars paid” includes additional payments that go directly to the plaintiffs or are
steered to organizations that work in conjunction with plaintiffs.
SOURCE: Office of The California Attorney General, data available at http://ag.ca.gov/prop65/index.htm.

Senator BURR. Bill, I sort of feel like you're holding up the whole
end of the table.

Mr. HUBBARD. Thank you.

Senator BURR. I should say thank you for your long service and
I think over the last decade, there has been a partnership between
Congress and the FDA to move forward and to make advances. You
and I probably still have a long way to go and just under the mis-
sion of the FDA, the challenge is huge. I'm not sure that we all
fully understand and appreciate what this global economy is going
to produce to us and we had it first on drugs as we talked about
harmonization with the EU and when we looked at the EU, which
walked out and said, “We’ll just accept everybody’s standard.”
When we went to harmonize with the EU and we saw that they
accepted the Italian standard. We looked at it and said there is no
way that we can operate within that system—we found that there
is a great need for us to uphold that solid foot-in-the-ground gold
standard that we had. I understand your concerns about staffing
and I understand your concerns about budgets. Were the FDA to
be charged with this and we addressed those staffing and budg-
etary issues, any question in your mind as to whether the FDA
could do this job?

Mr. HUBBARD. Well, as I said, Mr. Chairman, I believe this is a
reasonable approach and that had the FDA had the scientific
wherewithal to make a judgment on food or drug or anything else
and could bring the best science to bear, they would make a rea-
sonable decision. I believe it is appropriate for the FDA to then say
to the States, don’t do anything different. You can require the same
label that FDA or warning or whatever the FDA has decided and
then you get the compliment of the States acting and I think that’s
your goal. I think the problem is that in some areas of regulation,
FDA had that but, in this area, it does not and it is unlikely to get
it anytime soon and the States have been able to fill the back in
many ways and do some important things. Certainly the California
experience has been challenging, shall I say, for industry and the
FDA. But, I surely would hope that you wouldn’t necessarily take
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a nationwide approach to one particular problem that perhaps has
some particular eccentricities about it in California.

Senator BURR. I think you stated it very clearly in the beginning
of your written statement when you said, and I quote, “Most States
have enacted food and drug laws identical or quite similar to the
provisions of the Food, Drug, and Cosmetic Act.” Later you said
that the bill is unclear in what it creates. Now, I'm sort of with
you, Mr. Hutt and its not because I'm the author. It’s because I've
had an opportunity to read it and read it and read it. And when
I do, I see that in the bill, if State food laws are identical in lan-
guage or meaning to Federal food laws, the State food law remains
in effect. I don’t see how it could be any clearer than that. You ac-
knowledged in your written testimony, you know, States are out
doing this. Then, there is patchwork, there is a lack of consistency,
some do, some don’t. The real basis that this bill came from was
not to penalize States that have actually been out there doing this
but if the Federal standard was the same in language or in mean-
ing, the State could feel confident that their language, in fact,
stayed in effect.

Mr. HUBBARD. May I comment?

Senator BURR. Sure.

Mr. HUBBARD. I would never question Mr. Hutt’s legal opinions.
It is rumored at the FDA that he was there to change the diapers
of the first FDA Commissioner and so I would not question what
he is telling you at all, but the fact that the majority of attorneys
general, the Food and Drug officials in the States and so many con-
sumer groups have also looked at this with their legal expertise,
their statutory and legislative expertise, and disagreed. I guess I'm
simply saying to you that there needs to be some effort to under-
stand whether they are right or wrong and then perhaps amend
your bill accordingly because someone is right or wrong here and
I will not pretend to tell you who that someone is.

Senator BURR. I can only share with you that as the author, it
is my intent that it be applied exactly like I read it. I have no rea-
son to dislike lawyers but they go through extensive training to
look at a sentence and figure out if it really means something dif-
ferent and then lie. I think Mr. Hutt has had a long experience
dealing with FDA, youre exactly right. He will outlive both of us
from a standpoint of his tenure.

Mr. HUTT. Could I, Mr. Chairman, give two examples of the mis-
interpretation and of this legislation?

Senator BURR. Sure.

Mr. HUTT. Recently CSPI has added two more types of State
laws that they saw would be drastically changed and indeed, in ef-
fect, repealed. The first deals with State laws that require mes-
sages to put at bars, warning pregnant women no